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ABSTRACT 
 

Late 20th-Century Consumer Advocacy, Pharmaceuticals, and Public Health: Public 
Citizen's Health Research Group in Historical Perspective 

 
Ava Alkon 

 
This dissertation examines precursors, origins, and select efforts of Public Citizen’s 

Health Research Group (HRG), one of the first and most influential consumer advocacy 

organizations to focus on prescription drug issues before the 1980s.  Over the course of 

seven chapters, I situate HRG’s critical appraisals of pharmaceuticals with respect to 

those made by interwar consumerists, several critics in the 50s, radical health activists in 

the 60s, contemporary health activists in the 70s and 80s, and activists mobilized by the 

HIV/AIDS epidemic in the 90s and 00s.  By doing this, and by connecting each of these 

phases of pharmaceutically-centered critique to the history of social medicine with which 

it tracked closely, I suggest that late 20th-century pharmaceutical activism was, at least in 

part, a politically-engaged critique of modern epidemiology’s application to health policy 

and practice.  HRG, like reformers both before and after them, were attempting to 

challenge an American orientation in health policy that emphasized the development and 

implementation of private clinical medical interventions over population-level public 

health measures and that failed to contemplate structural alterations to economic and 

political institutions.  

 I do not mean to argue that the consumer movement was unaffected by 

ideological transformations in the postwar period that altered the way many people 

thought about government, or deny that consumerists largely shrunk from the challenge 

of building a mass-based political coalition across bounds of race and class, depending 

instead on the engagement of small subsets of mostly middle-class consumers.  By 



recovering the connections between HRG’s work and that of other sociomedical 

reformers who were also concerned about pharmaceuticals, however, I am trying to alter 

the perception (possessed by critics on both right and left) of late 20th-century 

consumerism as a middle-class movement untroubled by its alienation from working-

class consumers.  I also challenge the perception (possessed by only critics on the left) of 

consumerists as ideologically aligned with “free-market” proponents of “economic” 

deregulation.  By relying upon a spurious distinction between “economic” and “social” 

(or “health and safety”) regulation, such analysts artificially harden the boundary between 

consumerists and the radical left, make many consumerist actions that were pragmatic 

appear ideological, and flatten the meaning of consumerist commitment to “health and 

safety.”  I argue that HRG represented, at turns, both a perpetuation of the class-

conscious radicalism of the late 30s and late 60s and its postponement – a grappling with 

social determinants of illness that the civil rights and antiwar movements had helped lay 

bare and a turning to more tractable, class-stratified determinants in lieu of structural 

change. 

 HRG’s story also makes palpable the connections between present-day activism 

around pharmaceuticals and public health and the long lineage of such advocacy linked to 

earlier political and social movements.  A new generation of activists that emerged 

alongside the AIDS epidemic in the late 80s and 90s tended to view this reformist 

heritage at some remove, in part, I argue, because of their alienation from consumer 

advocates of the late 60s and early 70s.  This dissertation thus aims to facilitate 

strategically-minded reflection by present-day health reformers about the consumer 

advocacy of the previous generation and the longer history that shaped it.  
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INTRODUCTION 
______________________ 

 
 
 
…some social conditions may be “fundamental causes” of disease.  A fundamental cause 
involves access to resources, resources that help individuals avoid diseases and their 
negative consequences through a variety of mechanisms.  Thus, even if one effectively 
modifies intervening mechanisms or eradicates some diseases, an association between a 
fundamental cause and disease will reemerge.  As such, fundamental causes can defy 
efforts to eliminate their effects when attempts to do so focus solely on the mechanisms 
that happen to link them to disease in a particular situation. 
 

- Bruce Link and Jo Phelan, “Social Conditions as 
Fundamental Causes of Disease,” Journal of Health 
and Social Behavior.1  

 
For most liberals…the end of reform was not something to regret.  It was evidence of 
maturity and success.  Liberals were becoming content to offer “partial remedies” to 
problems for which they had once proposed “fundamental cures,” Stuart Chase wrote in 
1945.  And there was no need to apologize for the change:  “Americans should be grown-
up enough by this time to stop looking for cure-alls.” 
 

- Alan Brinkley, in The End of Reform:  New Deal 
Liberalism in Recession and War.2 

 
Examination of medical and public health studies leads to the inescapable conclusion 
that the two major causes of death, disease, and the lack of good health are a) 
preventable and related to occupation, environmental deterioration, nutrition (deficiency 
or excess), consumer products, and poverty; b) iatrogenic, that is caused by the health 
care system… As with the conquest of other epidemics such as contagious diseases, 
although the consequence [of the conquest of preventable diseases] will be better health, 
the solutions will be political and the implementers will not be doctors… Whereas the 
risks of drugs, surgery, hospitalization and other diagnostic and therapeutic modalities 
may be outweighed by the benefits in some cases, in many cases the risks are 
unacceptable, especially when there is little or no benefit. 
 

- Sidney M. Wolfe, M.D., speaking January 30, 1975 at the American Association for the Advancement of 
Science (AAAS) Symposium on Health Research and Social Policy.3 

 
 
 

 In 1971, a young physician-activist named Sidney Wolfe joined renowned 

consumer advocate Ralph Nader in founding the Health Research Group (HRG), one of 

the first and most influential consumer advocacy organizations to focus on prescription 
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drug issues before the 1980s.  Located in Washington, DC and focused on federal-level 

advocacy, HRG operated—and continues to operate today—as a largely independent 

division of the larger consumerist lobbying organization, Public Citizen.  Helmed 

forcefully for forty years by Wolfe, with a staff that has seldom exceeded ten members, 

HRG has attempted to combat “preventable diseases” with a diverse and ambitious 

advocacy agenda.  Wolfe intended reform of the use and regulation of prescription drugs 

to account only for a portion of his organization’s roster of projects, but it was in this 

realm of advocacy that HRG was most active and successful.  HRG’s efforts have 

contributed to the removal of 23 unsafe or inefficacious drug products from the market 

and resulted in the addition of warnings to the labels of numerous others.4  HRG’s 

petitions, lawsuits, lobbying, press releases, and congressional testimony had a significant 

impact—unparalleled by that of any other public-interest group before the 1990s—on the 

implementation and enforcement of the federal Food, Drug, and Cosmetic (FDC) Act by 

the Food and Drug Administration (FDA).   

With these accomplishments alone, HRG’s advocacy has affected vast numbers of 

consumers in ways that warrant chronicling.  But the Group aimed to effect still deeper 

changes in public health, both through its signature work on prescription drugs and 

through its broader slate of advocacy initiatives.  And although HRG’s aspirations for 

reform in many respects exceeded those changes it has seen realized thus far, the 

relationship between HRG’s ideals, strategies, and achievements also merits study.  The 

Group’s lineage, longevity, effectiveness, and long-suffered frustrations make it uniquely 

instructive for those seeking to better understand how the prospects for public health 

reform have evolved over the second half of the 20th century and into the present.  
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This dissertation thus examines precursors, origins, and select efforts of Public 

Citizen’s Health Research Group (HRG).  Over the course of seven chapters, I situate 

HRG’s critical appraisals of pharmaceuticals with respect to those made by interwar 

consumerists, several critics in the 50s, radical health activists in the 60s, contemporary 

health activists in the 70s and 80s, and activists mobilized by the AIDS epidemic in the 

90s and 00s.  By doing this, and by connecting each of these phases of pharmaceutically-

centered critique to the history of “social medicine” with which it tracked closely, I 

suggest that late 20th-century pharmaceutical activism was, at least in part, a politically-

engaged critique of modern epidemiology’s application to health policy and practice.*  I 

thus argue against historians who claim that consumer activism around health issues was 

simply a sublimation of middle-class economic interests and ahistorical, religiously-

rooted impulses. HRG, like reformers both before and after them, was attempting to 

challenge an American orientation in health policy that emphasized the development and 

implementation of private clinical medical interventions over population-level public 

health measures.  HRG and others in the reform tradition from which this Group emerged 

saw a need for a fundamental shift in health policy toward one that would contemplate 

structural alterations to economic and political institutions.   

I do not mean to argue that the consumer movement was unaffected by 

ideological transformations in the postwar period that altered the way people thought 

                                                
* George Rosen, “What is Social Medicine? A Genetic Analysis of the Concept,” Bulletin of the History of 
Medicine 21 (1947): 674-733; Dorothy Porter, “How Did Social Medicine Evolve, and Where Is It 
Heading?” Public Library of Science Medicine 3, no.10 (October 2006): 1667-72; Gerald Oppenheimer, 
Ronald Bayer, and James Colgrove, “Health and Human Rights: Old Wine in New Bottles?” Journal of 
Law, Medicine, and Ethics 30, no. 4 (Winter 2002): 522-32.  I use “social medicine” to mean, generally, the 
diverse tradition of reformist action that developed alongside and in response to industrialization that was 
premised on the belief that the social, political, and economic structure of society influences the distribution 
of illness and health among society’s members.  One of my objectives throughout this dissertation is to 
draw out and differentiate between historically-specific iterations of this tradition.  
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about government, or deny that consumerists largely shrunk from the challenge of 

building a mass-based political coalition across bounds of race and class, depending 

instead on the engagement of small subsets of mostly middle-class consumers. But by 

recovering the connections between HRG’s work and that of other sociomedical 

reformers—some predecessors, some contemporaries, and some successors of the 

Group—who were also concerned about pharmaceuticals, I am trying to alter the 

perception (possessed by critics on both right and left) of late 20th-century consumerism 

as a middle-class movement untroubled by its alienation from working-class consumers.  

I also challenge the perception (possessed by only critics on the left) of consumerists as 

ideologically aligned with “free-market” proponents of “economic” deregulation.  By 

relying upon a spurious distinction between “economic” and “social” (or “health and 

safety”) regulation, such analysts artificially harden the boundary between consumerists 

and the radical left, make many consumerist actions that were pragmatic appear 

ideological, and flatten the meaning of consumerist commitment to “health and safety.”  I 

argue that HRG represented, at turns, both a perpetuation of the class-conscious 

radicalism of the late 30s and late 60s and its postponement – a grappling with “social 

conditions as fundamental causes of disease” that the civil rights and antiwar movements 

had helped lay bare and a turning to more tractable, class-stratified “proximate causes” in 

lieu of structural change.5 

I am concentrating on this Group’s story because I think it is indispensable to—

and can productively link—two areas of focus within American historical literature:  one 

is the newly-forming social history of prescription drugs; the other is the literature that 

deals with the changing political objectives and implications of consumer movements 
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over the course of the 20th century.  I believe that HRG’s history, in linking these two 

literatures, can challenge some of the perspectives on late 20th-century health-oriented 

consumer activism that prevail within in each of them.  Only relatively recently have 

historians begun to treat the history of pharmaceutical development, regulation, 

marketing, and use as something much more complex than the search for and 

dissemination of “magic bullets.”  Scholars focused on pharmaceuticals have begun to 

integrate the study of their subject with that of broader historical phenomena, addressing, 

for example, the iterative relationships between disease distribution and definition and 

drug development; the networks that bound academic scientists, regulators, and drug 

companies more tightly after WWII; and the contested process by which American 

pharmaceutical regulation has been formed and reformed.6  Others have chronicled the 

dramatic events that occurred in response to the AIDS crisis in America and globally, 

exploring the diverse, sometimes conflicting demands that arose, for getting “drugs into 

bodies,” for “good science,” and for social justice.7 And other historians—some looking 

for precursors for AIDS activism—have examined instances of mobilization of particular 

concerned patient populations around certain relevant categories of drugs in the 60s and 

70s, particularly the women’s health movement’s actions around hormones prescribed to 

affect fertility, pregnancy, or menopause and the actions of the consumer/survivor/ex-

patient movement in mental health around psychotropic drugs.8 This literature of the 

social, economic, and political history of medicines is beginning to develop a more 

textured account of what historian of prescription drugs Jeremy Greene refers to as “the 

role played by pharmaceuticals in American life”—a thicker telling than the “thin 
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narratives of success or scandal” in drug development that, Greene maintains, 

proliferated previously.9 

But even the few historians who have taken the intertwined histories of drug 

research, marketing, and the social construction of disease as their primary subject have 

been ginger about integrating consumer advocacy into their narratives—despite the facts 

that consumer advocates have long been preoccupied with this same subject and that 

activists and muckrakers in the 60s and 70s no doubt played a role in opening the subject 

of pharmaceuticals to social-historical treatment.10  This has much to do with polarized 

perceptions of the motives behind, quality, and efficacy of consumer advocates’ 

muckraking.11  Greene’s own Prescribing by Numbers:  Drugs and the Definition of 

Disease, for instance, is one of few analyses that explore drugs’ historical functioning in 

the very social and scientific constitution of diseases themselves.  By deconstructing, 

elaborating on, and merging the histories of drug development and dissemination told by 

“triumphalist” clinical accounts in the medical literature and celebratory corporate 

profiles, he advances a multi-dimensional argument that drugs were pivotal in defining 

the “categories of illness” known as chronic disease in the decades since WWII.12  But 

while Greene also observes a “lineage of muckraking polemic that stretches from Samuel 

Hopkins Adams’s 1903 Collier’s series on the ‘Great American Fraud’ of patent 

medicines to contemporary indictments of the multinational pharmaceutical industry as 

an evil empire manipulating medical knowledge,” he does not, as explicitly, engage the 

themes within the muckraking literature that evolved “in parallel” with “triumphalist” 

accounts.  Although he perceives such “narratives of scandal” and “narratives of success” 

as mirroring one another in their lack of critical detachment, it is only pharmaceutical 
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muckraking, with its “commitment to advocacy and exposé” that Greene treats as off-

limits for the dispassionate historian of “pharmaceuticals in American life.”  The 

corporate processes of product development and marketing, on the other hand, he treats 

in detail, because he contends that they were historically influential, if not determinative 

forces.  Susan Speaker, in her study of minor tranquilizers and amphetamines, similarly 

judges late 20th-century consumer advocates’ arguments regarding drugs to have been 

distorted, but she credits these arguments with having had a significant and regrettable 

impact on pharmaceutical regulation.13   

Nancy Tomes and like-minded scholars connect late 20th-century consumer 

activism with its “long lineage of muckraking” without dismissing it as polemic.  She 

characterizes as regrettable the way in which these consumer advocates came up against 

deregulation drives in the 80s that limited their gains in the realm of drug safety and 

efficacy and prevented their achieving more fundamental reform of the broader political 

and economic institutions that affected the public’s health.14  But whether historians 

identify late 20th-century consumer advocates as impotent or overly-influential 

polemicists or lament the limitations on what the “health-consumer revolution” achieved, 

they tend not to frame these reformers’ advocacy around pharmaceuticals as a form of 

participation in a long-unfolding debate over the “definition of disease” in which drugs 

had become drastically more important and many social considerations less so during the 

postwar period.15  Harry Marks’s history of “rational therapeutics” helped generate the 

growing historiography of the “drug-disease relationship” by documenting many decades 

of efforts by “therapeutic reformers” to rationalize medicinal drug use and the ultimate 

failure of American medicine and government to deal adequately with the uncertainty, 
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subjectivity, and politics involved in determining what is “rational” in the clinical use of 

pharmaceuticals.16  Even though it spans the late 20th century, however, Marks’s volume 

largely excludes late 20th-century consumerist historical actors.  In this dissertation I look 

at consumer advocates’ efforts as a neglected intervention in the history of “rational 

therapeutics,” and present an alternative perspective on the historiography of 

pharmaceuticals, as well as that of the consumer movement.17  

Historians tend to view the efforts of late 20th-century consumer advocates as 

circumscribed in a particular way:  scholars generally agree that activists in the 60s and 

70s – what Lizabeth Cohen calls the “third wave” of the consumer movement – 

advocated and helped to establish a “new social regulation” (including a stronger food 

and drug law) largely concerned with the “health and safety” of workers and consumers 

and distinct from “economic” regulation, which the “second-wave” consumer movement 

sought before WWII.18  Historians and political analysts on the right have tended to 

depict “new social regulation” as naïve, overzealous, and destructive, and late 20th-

century consumer advocates as self-serving, middle- and upper-income elite who took for 

granted the expansion of American capital by making unreasonable demands of 

government and industry.19  These critics view the consumer movement as either 

appropriately impotent or inappropriately influential.  Scholars on the left are more 

divided:  some, who stress the continuities between “third-wave consumerism” and the 

consumer movement of the interwar period, applaud latter-day consumer advocates’ 

innovations in “social regulation” and ascribe the limitations of their achievements to the 

insurmountable power of opponents and to the constraints of interest group pluralism in 

the postwar period and afterwards.20  Others, who stress the differences between the 
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labor-allied consumerists of the New Deal period and those of the 60s and 70s, see the 

“new social regulations” as superficial and thus inherently precarious political 

achievements and latter-day consumerism as a white, middle-class movement that 

conflated consumer politics with consumers’ self-interest and either denied or was 

unconscious of the way in which the institutions of American capitalism perpetuated 

economic inequality.21 

   These last critics tend to see the consumer movement as having undergone, in the 

postwar period, what historian Jean-Christophe Agnew calls an “ideological redefinition 

of polity and society,” which enshrined “a state sponsored guarantee of private 

consumption.” 22  Such critics characterize consumerist focus on “health and safety” as a 

self-interested acceptance of status-quo distinctions between public and private realms 

and the unequal power distributions these distinctions perpetuated. In this aspect, the 

right-most and left-most critics of late 20th-century consumerism resemble one another:  

both accuse consumerists of harboring a delusion that they represented a “new class,” and 

both maintain that consumerists of the 60s and 70s were preoccupied with “health and 

safety” issues and blind to the essential nature of capitalism – although these scholars’ 

understandings of what that essential nature is could not be more different.  What scholars 

at all locations on the political spectrum have not tended to do, however, is question the 

conventional distinction between “economic” and “social” regulation that, nearly 

uniformly, structures analyses of the consumer movement.23  Scholars tend not to 

interrogate the distinction between these analytical categories or bring out the complex 

political and economic implications of the “health and safety” measures advocates sought 

in either era.  Left-historians have made what I believe are strong arguments that it was 
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the “third-wave” consumer movement’s failure to embrace a sufficiently radical 

understanding of consumerism and to mobilize a radical, cross-class coalition to pursue 

reform, that weakened it in the face of economic crisis by the late 70s and ensured it 

would effect no significant structural change. My dissertation is in part a response to 

these analyses of the consumer movement with which I am largely sympathetic, but 

which I think—like their counterparts on the right—reduce and dismiss late 20th-century 

consumer advocacy too readily and completely. I think an adequate response to these 

critics requires research that not only brings out some of the basic continuities between 

health-oriented consumer activism in its interwar and late 20th-century incarnations, as 

Nancy Tomes has done, but that also emphasizes key transformations in the substance of 

consumer advocacy between its second and third waves and draws sharper distinctions 

between liberal and radical strains of consumerism within each period.  

Fleshing out HRG’s pharmaceutical-centered efforts and situating them within the 

history of “social medicine” and public health activism also challenges those analysts of 

federal regulation who see changes that drug regulation underwent in the 60s, 70s, 80s, 

and 90s as governmentally indigenous and relatively unaffected by popular political and 

social movements.  Relatedly, HRG’s story makes more palpable the connections 

between present-day activism around pharmaceuticals and public health—largely 

reinvigorated by the AIDS epidemic—and this lineage.24  The new generation of activists 

in the late-80s and 90s tended not to see themselves in relation to this heritage, not only 

because of the limited political influence that the previous generation of reformers 

exerted, but, I would argue, because late 20th-century consumer activism was a missing 

link in activists’ self-conception:  AIDS activists tended to critique and dismiss the 
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consumer groups of the 70s on the same ideological terms as other critics from both the 

left and the right did. The more textured picture of late 20th-century consumerism that I 

am attempting to generate with this dissertation, thus, offers a way in which present-day 

health reformers (including HRG itself and other still-functioning “old-guard” consumer 

groups) can productively engage with this history of consumer advocacy on a strategic 

level—examining consumerist accomplishments and failures as resulting from pragmatic 

decisions made at particular political-historical moments.  

 

In Chapter 1, I draw out the distinctions between the liberal and radical strains of 

the consumer movement that developed in the mid-30s, in the middle of debate over 

reform of food and drug regulation. The more radical contingent, which wanted 

government to forcefully keep dangerous and ineffectual products off the market, were 

those who had formed the unionized consumer product-testing organization Consumers 

Union (CU) by breaking off from the first such organization, Consumers Research, in 

1936. CU identified with radical groups engaged in forms of direct consumer action as a 

class - organizing unemployment councils, unions, collectives, rent strikes, and boycotts. 

Its work on patent medicines and the food and drug law was directed by Harold Aaron, a 

radical physician affiliated with the increasingly self-conscious practice of social 

medicine. I point out that CU’s exceptionally hard line on drug law corresponded to its 

exceptional status as one of a handful of institutions in the mid- to late-30s that briefly 

pioneered new social formations with the potential to unite blue-, white-collar, and 

professional workers in pursuit of shared political and material objectives. The stand on 

the drug law was one of several ways in which Aaron pushed the bounds of interwar 
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social medicine in the U.S., which tended to proffer access to doctors through National 

Health Insurance in place of more profound social reform. For CU in its radical early 

days, educating “patient-consumers” meant more than equipping them to “shop for 

medical care,” in Nancy Tomes’s formulation, and avoid useless over-the-counter 

remedies.  It meant making them collaborators in the practice of social medicine—more 

informed participants in the economic and political processes by which both government 

and clinical medicine might better meet the public’s health needs.  This changed 

dramatically, however, as CU and other institutions associated with social medicine 

morphed (or disappeared) in the conservative political environment of the postwar period. 

In the second half of the chapter, I point out that there were substantive 

transformations in the realm of pharmaceuticals and national health policy after WWII, to 

which a curtailed consumer movement and de-radicalized social medicine could only 

respond mutedly. Antibiotics, hormones, and psychotropic medications significantly 

altered clinical medicine and epidemiology. The discipline of epidemiology began to 

adopt a new paradigm for understanding chronic diseases, suggesting that chronic 

diseases had environmental causes, which were potentially preventable.  But even the 

large postwar investment in biomedical research (which became the primary way in 

which the government committed itself to alleviating chronic disease) cleaved to an 

acute-illness model.  Research focused on new pharmaceuticals and other “proximate” 

interventions in disease-causation. Scientists and physicians like Harold Aaron at CU, 

Wilhelm Hueper at the National Cancer Institute, and Barbara Moulton at the FDA 

quietly laid foundations of a critique of this increasingly pharmaceutically-centered 

national health policy. Moulton ultimately testified in hearings held by Sen. Estes 
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Kefauver that led to significant reforms to the Food Drug and Cosmetic Act in 1962, and 

also became a source for journalist Morton Mintz who, after breaking the story of 

thalidomide (a tranquilizer that induced birth defects) that facilitated passage of the ’62 

amendments, wrote the most extensive and widely-read work of pharmaceutical 

muckraking of the 60s.  In the postwar period and throughout most of the 50s, however, 

for CU in particular, such direct critique remained too politically hazardous.  

The ’62 amendments themselves, as I describe in Chapter 2, did not effect 

radical reform.  But I observe – as Nancy Tomes has – that following the new law’s 

passage, Mintz and a few liberal congressmen began to suggest that prescription drugs 

were presenting some of the same problems that patent medicines had in the interwar 

period.  They were overly costly, sometimes dangerous, not necessarily therapeutic, and 

overproliferating.  Moreover, I suggest, these liberal critiques of the early- to mid-60s 

incrementally opened debate to more radical ones that materialized soon after.  In the 

early 1970s, consumer advocates, Sidney Wolfe chief among them, brought a more 

radical critique of science- and health-related policies to bear on pharmaceutical issues.  

Their critique drew on radical thought from within the civil rights and antiwar 

movements of the late 60s and called into question very substance of scientifically-based 

knowledge about health and illness, as well as the social, political, and economic 

structures that conferred physicians’ authority. Wolfe himself was shaped by his 

experiences as a leader within the Medical Committee for Human Rights (MCHR), a 

group that started out providing medical care for civil rights protesters but which became 

what Barbara and John Ehrenreich called a “radicals-in-the-professions” organization.25  

Whereas interwar consumerists feared consumers would turn to patent medicines in lieu 
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of preventive medical care, late 20th-century consumerists feared the proffering of 

pharmaceutically-oriented clinical care in place of broad social welfare and public health 

measures to get at more fundamental causes of disease. In this way, by the late 20th-

century, drug regulation was even less extricable from the bread and butter issues that 

had been the chief concerns of radical, labor-affiliated interwar consumerists.  Much of 

debate over prescription drugs—and not only over their affordability—reverberated to 

larger issues of social, political, and economic power imbalances between workers and 

corporations, blacks and whites, women and men, poor and rich.  

When the Medical Committee for Human Rights (MCHR) and related groups 

began to disintegrate in the early 70s, Wolfe devoted more time to working with Ralph 

Nader.  Wolfe had assisted with two of Nader’s summer research projects aimed at 

exposing the “corporate liberal” cast of federal bureaucracies in the late 60s.  These 

projects laid the foundation for the network of organizations Nader began founding in the 

early 70s, and by 1972, Wolfe left his full-time job as a researcher at the National 

Institutes of Health (NIH) to help start HRG.   To some on the radical left, the group of 

“consumers” that Nader-affiliated groups set out to serve was too expansive, including 

but not prioritizing as it did the poor and marginalized.  Moreover, critics found Nader’s 

concept of a “consumer advocate” too narrow, too attentive to professional credentials 

that class- and race-based privilege tended to confer.   For Wolfe, though, working with 

Nader presented the possibility of slipping in and out of his professional “skin” as he saw 

fit and engaging in full-time advocacy work at a moment when even liberal forms of 

social medicine were struggling for survival and radical forms were collapsing. One goal 

HRG immediately began pursuing was production of a consumers’ guide to medical 
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providers, but the wide range of projects the Group took up in its first decade—out of 

which the Group’s intensified focus on pharmaceuticals gradually developed—suggests 

they did not take competition among doctors and consumer access to information about 

doctors to be ends in and of themselves.  Nor did they believe the public’s health could be 

secured through the self-interested actions of individual consumers in a sufficiently free 

market for health services. Much of the other work HRG took up in its first years, 

exemplified by the Group’s extensive work related to cancer, reflected the radical 

overarching principle that America’s public health problems were largely socially-

determined and preventable—even if the Group’s projects also reflected a pragmatic 

calculation about the its own limited powers in the struggle for reform.   

Cancer was only one of several diseases endemic in the U.S. that HRG tended to 

view as “preventable” and amenable to as-yet-unrealized “political” solutions.  This 

perspective likewise guided HRG’s work that focused on the Food and Drug 

Administration (FDA). HRG made the FDA the site of struggle, not only over safety and 

efficacy of specific drugs and the trustworthiness of the designated arbiters of 

“pharmaceuticals in American life,” but over the drugs’ social and political significance – 

over the function of drugs in combating diseases that HRG believed warranted broader 

“politicization.”  In Chapter 3, I examine the Group’s earliest work focused on 

pharmaceuticals and the FDA.  Wolfe and HRG staff quickly connected with the network 

of critics of food and drug regulation within the FDA, Congress, and the press that had 

arisen in the 60s. Wolfe fused these critics’ concerns about federal drug-review to a 

radically-informed belief that national health policy was skewed to favor medically-

administered treatment over prevention by medical or other means.  In Wolfe’s view, 
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professional medicine and government agencies that had obligations to protect and 

promote public health (and not simply heedless individual consumers) were neglecting 

disease prevention.  Moreover, the profit-motivated health sector generated an 

overabundance of inadequately-tested, sometimes unsafe products purporting to address 

the acute consequences of that neglect.  In some cases, the health sector helped generate 

new categories of illness amenable to pharmacotherapy, either by sliding back temporally 

the boundary between neglected prevention and its pharmaceutically-treatable acute 

consequences (e.g. with pre-diabetes or high cholesterol) or by otherwise pathologizing 

phenomena that were either healthy or essentially social in nature (e.g. menopause or 

anxiety).26  Because risk-factor epidemiology, drug innovation, and clinical practice had 

been increasingly converging since the postwar period, HRG saw the boundaries between 

clinical experimentation, drug marketing, and clinical use as becoming perilously 

indistinct, and advocated sharpening their contours by demanding drug sponsors prove 

their products’ safety and efficacy more definitively.   

But also—particularly in lieu of several changes to the drug-approval process that 

HRG would seek over the course of the 70s—the Group maintained that the government 

needed to consider and invite inclusive debate about the repercussions of approval.  This 

required adequate mechanisms for obtaining informed consent, not only at the individual 

level between prescribing doctor and patient, but, to the extent that was possible, at a 

collective level (i.e., by engaging lay consumers directly in administrative 

decisionmaking and congressional oversight of drug regulation).  In pursuing these 

objectives, two other social movements flanked HRG - the women’s health movement 

and the consumer/survivor/ex-patient movement in mental health.  Alongside and in 
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tandem with the women’s health movement, in particular—in the crucible of the 

controversy surrounding the use of hormones to regulate fertility and affect pregnancy—

HRG honed an aggressive, multi-pronged approach to altering FDA policy and agency 

actions in relation to specific products.  HRG’s tactics included press releases, 

participation in administrative proceedings, lawsuits, and use of the congressional 

subcommittee system. At the same time, as HRG’s position with respect to the 

consumer/survivor movement and even to different subsets of the internally diverse 

women’s health movement on certain pharmaceutical issues reveals, advocates 

representing different groups of “consumers” did not always have the same view of drugs 

and the diseases that they aimed to treat.  HRG did not seek restrictions on drugs in every 

instance, and when they did not, and understood the drugs at issue to be “essential,” they 

advocated that government facilitate public access to these medicines.27  This chapter 

reveals the complex alliances and strategies within and among social movements 

concerned with pharmaceuticals, and demonstrates that the positions HRG took on 

different drugs defy simple ideological characterization.   

 

As the remaining dissertation chapters suggest, HRG’s campaigns most frequently 

focused on drug safety and efficacy.  If this focus bracketed the issue of affordability, it 

was more a consequence of pragmatism in issue-selection than ideology.  Rather than 

focus on increasing public access to medicines, HRG emphasized reducing and helping 

consumers sort through the glut of products that the Group deemed inessential.  HRG 

aimed to enable consumers who had access to medicines to realize their potential for 

altering the function of “pharmaceuticals in American life.”  The Group advocated lay 
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participation in collective articulation of a “rational therapeutics” or “public interest” in 

drugs.  Just as registering Consumers Union’s cultivated reticence during the 50s reveals 

how politics shaped the postwar history of pharmaceutical regulation, examining HRG’s 

FDA-based interventions and strident demands for consumer participation in regulatory 

processes in the 70s and 80s reveals politics that enforced prevailing conceptions of 

“rational therapeutics” in the late 20th century.  Harry Marks notes America’s lack of 

“institutions in which our traditional concepts of the benefits of medicine can be 

deliberated…in a context where the professionals do not hold the upper hand.”  

Integrating HRG’s explicit, energetic challenges to prevailing notions of “rational 

therapeutics” into the recent history of drugs and regulation begins to suggest why 

institutions to foment and accommodate such an explicit national dialogue never 

materialized.28 The Group’s intense involvement in debates that historians identify as key 

cases in the history of “rational therapeutics” and the “drug-disease relationship”—

namely, those that unfolded in the 70s and 80s over drugs to treat bacterial infection, type 

II diabetes, and high cholesterol—indicate that this outcome is intimately related to 

limitations on what the consumer movement was able (or, in some cases, even attempted) 

to accomplish.   

In Chapter 4, I attend to HRG’s advocacy around antibiotics—the first 

prescription drug class the Group took up following fertility-related hormones.  In 

critiquing antibiotics, Wolfe followed closely in the footsteps of critics of 

pharmaceuticals active in the 50s and 60s, but because he identified the overuse and 

needless proliferation of antibiotics as both a preeminent pharmaceutical threat and 

emblematic of fundamental problems with American healthcare delivery, he brought a 
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broader, lay-oriented scope and a more intense activist vigor to HRG’s therapeutic reform 

efforts.  HRG’s first citizen petition seeking stronger restrictions on a drug—and the first 

to precipitate an FDA advisory committee meeting—concerned an antibiotic, and the 

Group’s work on another antibiotic helped anchor its advocacy for relatively radical 

reforms to drug regulation when Jimmy Carter took office. At the same time, despite his 

hopes for more active, qualitatively different participation by both the federal government 

and consumers in conforming antibiotic development and dissemination to public need, 

Wolfe also readily adapted his organization’s strategies and agenda to the political and 

social environment in which it operated.   

In the late 70s, another antibiotic became the basis not only for congressional 

hearings and advisory committee meetings, but HRG’s first of multiple “clearinghouses”:  

bodies of information about drugs that the Group sold to plaintiffs’ attorneys for use in 

tort suits on behalf of clients harmed by those drugs.  HRG turned to clearinghouses and 

defense of the tort system in its effort to alter antibiotic use in the mid-to-late-70s in lieu 

of the strong centralized government actions the Group advocated—and in lieu of any 

mass-based effort to press for such measures.  HRG saw the clearinghouses as 

compensating in part for the federal failures to require therapeutic superiority of a new 

drug over existing drugs for FDA approval, coordinate the testing of experimental drugs, 

mandate patient-education procedures for prescribing, and promulgate of a National 

Formulary of “medically essential drugs” for which (and only for which) the government 

would reimburse through its healthcare financing programs.29  Arguably pragmatic, too, 

were the discrete and episodic nature of the HRG’s collaborations with labor unions, 
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women’s groups, and other grassroots organizations, and the Group’s strong tendency to 

focus on pharmaceuticals in the national, rather than international arena.   

Beginning in the mid-70s, a growing number of health professionals and 

activists—which came to include, perhaps most influentially, the Director General of the 

World Health Organization (WHO) Halfdan Mahler—decried double standards for 

consumer protection against pharmaceutical-related risks in the industrialized and 

developing world and many countries’ inability to afford lifesaving drugs for their 

citizens.  Mahler’s attention to these issues was part of his attempt to reorient the WHO—

at the urging of developing nations—away from infectious disease eradication programs 

toward providing preventive and primary healthcare services and addressing social 

determinants of infectious and chronic disease.  As part of this effort, in order to help 

poorer nations’ governments meet their citizens’ health needs by better allocating 

expenditure, in 1977 WHO published a list of 182 “essential” (and 32 more 

“complementary”) drugs deemed adequate to meet 90% of developing countries’ need for 

pharmaceuticals.30  The essential medicines list quickly moved to the center of 

international debate over regulation of pharmaceutical trade as it intensified in the late 

70s and early 80s.  Newly-forming consumer groups in developing countries advocated 

that governments adopt regulatory policies structured around the list and the 

pharmaceutical industry objected vigorously.                

Nader lent financial support to some of these new international consumer groups 

and founded a new publication, the Multinational Monitor, and a new organization, 

Essential Information, devoted to facilitating information exchange among consumer 

activists globally.  The Health Research Group, along with Nader, recognized that 
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consumer advocacy needed to expand its arena—because technological innovations in 

production, transportation, and communication had increasingly globalized commerce in 

the 60s and 70s—and saw a need for more direct mobilization on the part of American 

consumers in order to realize the therapeutic reform they envisioned.  But the nature, 

limited extent, and timing of HRG’s participation in the growing international debate 

over the marketing, use, and regulation of pharmaceuticals, as well as the Group’s 

domestic strategies and advocacy agenda in the 80s, suggest that HRG continued to draw 

distinctions between the types of governmental and consumer action warranted in the 

U.S. and those warranted in the global South.  HRG continued to see its own mission as 

primarily nationally-bounded, and to develop its own strategies along the lines of those 

that had been the most successful for the Group in its first decade.  Chapter 5 traces 

HRG’s advocacy around drugs for chronic disease. When HRG took up advocacy around 

other drugs for chronic disease, as with fertility-regulating hormones, the Group saw its 

work as entailing minimizing not only adverse drug reactions, but an even deeper, more 

communal-level kind of iatrogenesis than antibiotic-bred bacterial resistance:  one that 

stemmed from iatrocentrism in the very conceptualization of the chronic conditions 

medicines were being used to treat.  As drugs shaped the very definitions of disease—

fertility, diabetes, heart disease, anxiety, and arthritis—HRG sought to increase the 

influence of both the federal government and consumers over this process.   

In its political strategies with respect to drugs for chronic disease—as with 

antibiotics—the Group engaged in critique largely at the level of interpreting drug safety 

and efficacy studies and adapted its approach to advocacy to the constraints of the 

political environment in which it operated. HRG bird-dogged but did not profoundly alter 
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the process by which drugs became central in chronic disease prevention/care.  The 

fundamental reorientation of U.S. health-related policymaking from treatment toward 

prevention that was the Group’s ultimate objective in many ways became consigned to an 

ever-more-distant future.  HRG’s positions on cholesterol-lowering drugs and oral 

hypoglycemics, for example, reflected the Group’s concern not only about the 

pharmaceuticals’ safety, but about drugs’ displacing other approaches to prevention—

namely, individual- and population-level interventions to prevent obesity.  But while 

HRG would renew its drive for a single-payer health insurance system in the early 90s, 

the Group generally did not expand the scope of its advocacy to encompass structural 

reform of the American agricultural and food production system.   

Likewise, although HRG did object to pathologizing anxiety brought on by “the 

ordinary frustrations and tensions of daily living,” the Group did not raise concerns about 

widespread prescription of minor tranquilizers (benzodiazepines) for anxiety primarily on 

either moral or socio-political grounds.  For HRG, undue “medicalization” of anxiety 

only rendered the risk tranquilizers carried of adverse health effects more inordinate.  

HRG objected to fact that the social construction of disease seemed to be occurring in 

lock-step with the marketing of new pharmaceutical products in such a way as to obscure, 

if not foreclose, the possibility of prevention by other means.  And when the government 

failed to take the measures HRG advocated for mediating drugs’ roles in defining 

disease—including mandating patient-oriented drug information with all prescriptions—

the Group not only became more aggressive and litigious in its posture toward FDA, but 

tried to facilitate consumers’ taking matters into their own hands.  In much the same spirit 

in which HRG founded its tort clearinghouses, in the late-70s, the Group began 
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generating books to educate consumers about what its staff viewed as the inordinate risks 

of certain drugs for chronic disease.  HRG’s books on oral hypoglycemics and 

benzodiazepines attempted to intervene directly—and provoke broad consumer 

intervention—in the “definition of disease” and establishment of “rational therapeutics.”  

At the same time, the books were far from political manifestos, and in this way resembled 

several other pharmaceutical-centered initiatives of HRG’s in the late-70s and 80s, which 

did not target the medicalization of chronic conditions that the Group viewed as either 

non-pathological or amenable to other preventive clinical or social interventions.   

In some instances HRG sought simply to curb use of drugs the efficacy of which 

the Group considered dubious, or the risk-benefit ratio of which it viewed as inferior to 

that of other available drugs for the same condition.  The Group harbored no deeper 

skepticism of the appropriateness of pharmacotherapy in these cases.  In Chapter 6, I 

explore, for example, HRG’s actions around the painkiller Darvon and 610 drugs that the 

FDA’s Drug Efficacy Study Implementation (DESI) review—begun in the mid-60s to 

determine the efficacy of all drugs approved before Congress made efficacy requisite for 

drug approval in 1962—had found to lack evidence of efficacy. HRG labored to have the 

drugs removed from the market strictly because the Group (in the case of Darvon) or the 

National Academy of Sciences (in the case of the DESI drugs) determined that the benefit 

they offered was insufficient to warrant the risk they carried for precipitating adverse 

reactions. Advocacy around drugs that had implications for the very conceptualization of 

chronic disease was more obviously linked to advocates’ deeper concerns about 

“upstream,” social determinants of health and illness than these efforts.  But advocacy 

around any drug represented a bid to strengthen the government’s and consumers’ 
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influence over the general “role of pharmaceuticals in American life.”  HRG linked its 

work on Darvon and the DESI drugs to its ill-fated broader reform efforts, namely, the 

quest for patient-oriented information inserts for all drugs, the establishment of relative 

efficacy as a criterion for new drug approval, and the adoption of a national formulary 

that would structure federal spending on medications.  At the same time, advocacy that 

was seemingly detachable from broader, more contentious political debates became 

particularly useful in the conservative political environment of the 80s.  The Darvon and 

DESI campaigns had a profound influence on HRG’s tactical and institutional evolution, 

helping determine the course the organization would chart in its second decade, in lieu of 

some of the more thoroughgoing reforms it sought in its first.   

These campaigns, originally aimed at both discrete regulatory measures and 

advancing more expansive, “progressive” reform, became, for the Group, strategic 

bulwarks of a sort against the intensified conservative efforts at deregulating 

pharmaceutical research and marketing in the 80s.  HRG’s efforts around Darvon and 

DESI helped Wolfe to become increasingly prominent and gave him and other Group 

staff significant clout among regulatory insiders.  The Group’s frustrations with the DESI 

effort also generated HRG’s first best-selling book in 1980, Pills that Don’t Work:  A 

Consumers’ and Doctors’ Guide to 610 Prescription Drugs that Lack Evidence of 

Effectiveness.  By the mid-80s, HRG’s pharmaceutical-related consumer publications 

were helping to underwrite not only the Group’s own operations, but those of the entire 

Public Citizen (PC) organization.  At the same time, beginning in 1978, the argument that 

the pharmaceutical industry, professional medicine, and right-wing economists had 

developed throughout the 70s—that the U.S. suffered from a regulation-induced delay in 
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the introduction of new drugs to the American market as compared to the European 

market referred to as the “drug lag”—began gaining sway with policymakers.  HRG 

faced a new political reality premised on assumptions regarding pharmacologic 

innovation and public health similar to those forged in the postwar period, which the 

Group had attempted to fundamentally alter during the 70s. In this new conservative 

political reality, concern over drugs’ safety and efficacy appeared excessive—the stuff of 

extraneous “social” regulation that adversely affected the drug industry’s well-being.  

And “economic” deregulation appeared to be a form of public health promotion, in that 

an unburdened industry could make more drugs more affordable and be secure in 

financing innovation through research and development (R&D).  

As the Reagan administration embraced “drug lag” rhetoric in 1980, HRG’s 

ongoing petitions, actions in federal courts, testimonies before FDA bodies, media 

appearances, and best selling publications maintained the Group’s potency in debate over 

the drug-approval process.  Most directly relevant were HRG’s continuing efforts to 

publicize and/or precipitate restriction or withdrawal of drugs it viewed as dangerous 

from the market—efforts which the Group began to frame, in the early-80s, with explicit 

reference to proposed alterations to both drug-approval and post-marketing adverse 

effects surveillance.  Along with Rep. Ted Weiss, the Group played a leading role in 

scrutinizing, in particular, the non-steroidal anti-inflammatory (NSAID) class of drugs in 

these years, and their efforts—attended by a number of related high-profile market 

withdrawals and FDA-mandated re-labelings—helped forestall congressional and Reagan 

administration efforts to address the “drug lag” by softening standards for drug approval 

and shifting much safety testing to the post-market phase of drug development. As the 
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boundaries of HRG’s role as the shadow or conscience of the FDA sharpened in the 80s, 

they also became less fluid.  While HRG’s impact was greater it was also less expansive 

than some early adherents of the late 20th-century consumer movement would have 

hoped.   

In Chapter 7, the last chapter, I argue that circumstances surrounding the AIDS 

epidemic and changing dynamics in the global testing and trade of pharmaceuticals began 

to alter the political calculus that had shaped HRG’s advocacy during the previous two 

decades.  These years forced HRG to confront the constraints that its priorities and 

political tactics imposed on the Group’s significance as a force for reform, even within 

the narrower arena of action within which it had been most successful.  This period also 

revealed new phases in—and possibilities for—the evolution of both HRG and the 

broader consumer movement.  A crucial force in bringing about some of these changes 

were new groups devoted to advocacy around prescription drug issues in the US, 

particularly grassroots formations of AIDS activists, most prominently the AIDS 

Coalition to Unleash Power (ACT-UP).  With the objective of obtaining treatment, these 

groups began emulating some of the aggressive advocacy techniques of civil rights, 

consumer, and women’s health advocates and quickly affected debates over 

pharmaceutical policy in which HRG had long been one of few consumer-representative 

participants in new ways. AIDS activists rapidly became participants in FDA 

policymaking related to AIDS drugs and helped expand the numbers of HIV-positive 

people eligible for federal programs that subsidized treatment.31  At the same time, in the 

late-80s and early-90s the drug industry and its political allies used the renewed scrutiny 

that AIDS activists brought to the drug-approval process to pursue long-desired 
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deregulatory agendas at the FDA, ultimately resulting in reforms—not only to the 

assessment of drugs for life-threatening illnesses, but to evaluation of all drugs—on an 

order that purveyors of the “drug lag” argument had sought in the early 80s but never 

realized.  HRG remained a powerful institutional player, but the landmark legislation that 

was a byproduct of this reinvigorated reform drive, the Prescription Drug User Fee Act 

(PDUFA) of 1992, shifted a large portion of the financial burden of new-drug review 

from government to the industry itself, thereby weakening the congressional influence 

over FDA conduct that had been a major tool of HRG’s advocacy and giving 

manufacturers a new kind of influence within the agency.   

When HRG’s allies in Congress brokered PDUFA, HRG went along with the 

legislation, believing it would stave off more radical forms of deregulation such as those 

Vice President Quayle’s Council on Competitiveness was proposing, with the support of 

many AIDS groups.  By the mid-90s, AIDS groups and HRG were much closer to one 

another on issues of drug-approval, and the former did not support the aggressive efforts 

of a Republican-controlled Congress under the Clinton administration to dismantle drug 

regulation in this period.  In the late-90s, PDUFA nonetheless began to take effect in 

ways shaped by the surging “new Right,” and trade-liberalizing treaties facilitated 

profound and rapid change in the pharmaceutical industry worldwide.  Although HRG 

retained a position of eminence in debates around pharmaceutical regulation, the Group 

also found its advocacy hobbled in unfamiliar ways by PDUFA.  At the same time, AIDS 

drugs began to revolutionize treatment for the disease in industrialized nations, even as 

the epidemic was spreading at explosive rates in the developing world.  In the late-90s, 

these events—and responses to them within the enlarged, invigorated, and increasingly 
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international community of consumer activists—began to have bearing on HRG’s 

advocacy and the Group’s institutional future.  The experiences of women and minorities 

within the AIDS activism movement and the rapid spread of the disease in poor and 

minority communities re-introduced questions about deeply-rooted social determinants of 

health and illness and splintered the movement in the U.S. in the early-90s.  The 

increasing globalization of the AIDS epidemic likewise highlighted the inextricability of 

public health and human rights abroad and generated new global forms of treatment 

activism in the late-90s.   

In the last two decades, HRG and/or other divisions of Public Citizen (PC) have 

made some new forays into debates in which the Group had previously participated only 

occasionally—most notably, the actions of the pharmaceutical industry internationally 

and drug prices, domestically and abroad.  In 1997, HRG took issue with the placebo-

controlled design of multiple federally-funded studies that were being conducted in 

developing countries to test the efficacy of a short-course of the antiretroviral drug 

zidovudine (AZT) in stopping perinatal HIV transmission. This HRG initiative was of a 

piece with PC’s growing involvement in global trade issues:  activists within the 

organization founded a new division of PC in 1995 devoted to monitoring the ways in 

which international trade treaties might supercede state and national laws and regulations 

and collaborating with environmental, farm, and labor groups to advocate for broader 

citizen inclusion in federal trade policymaking. Although HRG and PC’s Global Trade 

Watch (GTW) worked largely independently of one another and with little overlap, 

HRG’s participation in the debate over the ethics of developing-world clinical trials 

indicated the possibility of an expanded realm of action for the Group—new ways for 



 

 

29 

HRG to do what it had set out to from the start.  So, too, did HRG’s work to overturn the 

drug company Burroughs Wellcome’s patent on AZT in the early- to mid-90s, and the 

change in PC’s leadership in 2009, when Robert Weissman – a long-time associate of 

Ralph Nader’s and a leading figure in the global treatment activism movement that 

tracked closely with the development of global trade activism – became president of PC.   

In the late 90s and early 00s, global treatment activists made strides in increasing 

access to and affordability of HIV medications in the developing world, but in recent 

years their progress has been slowed by the shifting international political environment 

and the same deep, structural factors that also facilitate the spread of the epidemic in poor 

countries.  As both HRG and AIDS activists face challenges that are simultaneously: 1) 

new and specific to the present historical moment and; 2) old, recurring themes with 

which activists have struggled for many decades; it seems that both segments of the 

consumer movement could benefit from reflecting on past accomplishments and failures 

of consumer activism and considering how these results flowed from pragmatic decisions 

made a particular historical junctures. Moreover, it seems that the newer and surviving 

older dimensions of the consumer movement may need one another to weather the 

present. 
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CHAPTER ONE 
______________________ 

 
The Foundations of Late 20th-Century Consumerist Drug Critique:  The Consumer 

Movement, Social Medicine, and Pharmaceuticals in the Interwar  
and Postwar Periods 

 
 
 
 The advocacy that Public Citizen’s Health Research Group (HRG) began to carry 

out around prescription drugs in the early 70s had important precedents in the 30s, 40s, 

and 50s.  HRG’s entwined perspectives on public health, drugs, and politics descended 

from those developed by: 1) radical consumer activists in the mid- to late-30s, who were 

active in the political debate that generated the modern Food, Drug, and Cosmetic (FDC) 

Act in 1938, and 2) politically-engaged physicians and scientists of the postwar period, 

who critiqued both the implementation of the new FDC Act and the burgeoning 

biomedical research and rapid drug innovation with which the Food and Drug 

Administration (FDA) tried to keep pace.  World War II and attendant changes within the 

American political environment profoundly affected the fates of these earlier reformers 

and the evolving national research and health policies that they critiqued. 

 
 
The Food, Drug, and Cosmetic Act of 1938: Consumers’ Research, Consumers Union 
and Social Medicine 
 

Outrage over the deceptive promotion of patent medicines was central to 

consumer organizing of the late 20s and early 30s.   But the significance of untrammeled 

drug promotion and the kind of political action it warranted were also topics over which 

the consumer movement became divided by the late 30s, reflecting deeper political and 

ideological divisions within its ranks.  Movement leaders Stuart Chase, F.J. Schlink, and 
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Arthur Kallet came to prominence by excoriating the excesses of advertising, the poor 

quality of consumer products, and the marginalization of consumers’ interests in 

government in a series of popular publications.  The authors singled out the food and 

proprietary drug industries and the FDA for especially vituperative criticism.  Deeply 

influenced by turn-of-the-century economist and social theorist Thorstein Veblen 

(Chase’s teacher), these consumer leaders believed that consumers were not the rational 

actors that classical economic theorists made them out to be.  Veblen posited in his 1899 

Theory of the Leisure Class that buyers made purchases, not based upon their actual 

needs and the utility of products, but rather in order to improve upon or maintain their 

stations within a hierarchical social order by asserting status through “pecuniary 

emulation” and “conspicuous consumption.”1  His followers in the late 20s and early 30s 

believed consumers could be made conscious of the irrationality of their behavior and 

that, thus educated, they would act differently en masse, thereby fundamentally altering a 

skewed economy in which producers generated products in order to obtain profit rather 

than to satisfy the actual needs of consumers.   

Such education was to be an antidote to advertising, which consumerists believed 

to be the primary means by which producers appealed to consumers’ Veblenian 

“pecuniary” instincts, manipulating them to spend beyond their means on ineffective, 

sometimes dangerous products.  Consumerists proffered the series of bestselling books 

that they published in the late 20s and early 30s—which singled out specific products and 

advertisements for critique—as corrective primers.2  Schlink (a former government 

engineer) and Chase (an accountant-turned-economist and popular theorist of the 

consumer movement) co-authored the first of these books—the bestselling Your Money’s 
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Worth—and the revenue it generated underwrote the founding of the first consumer-

oriented product testing organization, Consumers’ Research (CR), in 1929.3  

The trade in patent medicines figured prominently in both the theory and 

substance of this and subsequent books.  In prior writing, Chase had traced the history of 

modern advertising to snake-oil salesmen—the patent medicine vendors of the late 19th 

century—and in Your Money’s Worth, he focused on the ignobility of the modern food 

and drug industry and the shortcomings of the FDA.4  In 1932, 100,000,000 Guinea Pigs 

by Schlink and Arthur Kallet (an MIT-trained engineer, former public relations man for 

the New York Edison Electric Company, and member of CR staff since 1930) took as its 

explicit focus the deceptive—sometimes dangerous—marketing of patent medicines, 

drugs, cosmetics, insecticides, and food adulterants.  Schlink and Kallet indicted the 

advertising industry for its part in promoting these products, and the mass media and 

even the Journal of the American Medical Association for relying on such advertising.  

The book argued for a massive overhaul of the federal apparatuses for both policing food, 

drug, and cosmetic ads and for regulating the manufacturing and dissemination of such 

products.  Schlink and Kallet proposed these industries be “treated as a ‘public 

utility…the best the technical arts are capable of providing.’”5 These writers—who came 

to be known as the “guinea pig muckrakers” thereafter—helped stimulate a legislative 

movement toward a new food and drug law in 1933 that culminated with the Food, Drug, 

and Cosmetic (FDC) and Wheeler-Lea Acts of 1938.6   

Historians characterize the passage of these laws, contradictorily, as reflecting 

“the muscularity of the organized consumer groups in the later years of the New Deal,” 

and “the weakness of the consumer movement during the New Deal.”7 By the time the 
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bills passed, views of the reforms within the consumer movement itself were already 

similarly polarized.  Significant political and ideological rifts had formed between Kallet, 

Schlink, and Chase, and within the consumer movement as a whole, that the final debates 

over the food and drug bill in 1937-38 reflected.  When Assistant Secretary of the 

Department of Agriculture Rexford Tugwell, who sat on Consumers’ Research’s (CR) 

original Board of Directors, prompted drafting of a new food, drug, and cosmetic law in 

1933, Schlink and Kallet were united both in praising the bill as vast improvement over 

the 1906 law and demanding it be strengthened.8  But in 1935, a strike among CR’s 

employees radicalized Kallet and created a permanent divide between him and Schlink.9  

Kallet, allied with the unionizing workers, founded a new organization affiliated with the 

Congress of Industrial Organizations (CIO)—Consumers Union (CU).   

CU aimed to “provide to all consumers, particularly to cooperatives, trade union 

members and families of low income, information and counsel on goods covering the 

categories of quality, price and labor conditions and to aid all consumer action.”10 CU 

began conducting its own testing program and publishing its own periodical, Consumers 

Union Reports.  The Reports was “a venture dedicated, at least in theory,” as historian 

Shannan Clark characterizes it, “to furnishing the kind of information about the 

production, distribution, and use of goods that would be sought by those who identified 

with the Popular Front’s expanded conception of class,” which included both blue- and 

white-collar workers.11  CU’s politics became distinguishable not only from CR’s and 

Schlink’s, but from those of more liberal consumerists—with whom Chase ultimately 

aligned (see epigraph by Chase in this dissertation’s introduction). Schlink, whose 

conception of consumerism congealed into a libertarian vision of consumers operating 
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privately in a free market divorced from the social relations of production, withdrew 

entirely from the food and drug law debate.12  Kallet and CU continued to take an 

exceptionally hard line:  when bills appeared in 1937 and ’38 that removed authority over 

the advertising of regulated products from the FDA to the Federal Trade Commission 

(FTC) and made FDA regulations subject to court review, Kallet considered the 

legislative effort gutted beyond recognition and did not collaborate with liberal consumer 

groups in securing a compromise that facilitated the bill’s passage.13  

At the time, CU identified with those radical groups galvanized by the Depression 

and engaged in forms of direct consumer action as a class - organizing unemployment 

councils, unions, collectives, rent strikes, and boycotts.14  Writing articles for a 

Communist-affiliated publication in this period, Kallet met Harold Aaron, a radical 

physician and practitioner within the increasingly self-conscious discipline of social 

medicine.15  Aaron would become CU’s chief critic of pharmaceuticals and the theorist 

behind the organization’s positions on federal food and drug policy for the next twenty 

years.  He served as the principle link between CU’s unionized engineers and writers and 

the growing community of doctors who had recently begun engaging in political activism 

and deeper reflection about the proper function of physicians in society.  Physicians 

responded, in particular, to the plights of the Spanish Republic and international 

colleagues displaced by fascism, as well as to the vast domestic need the Depression 

exposed for affordable health care.16  Aaron was a member of what would become one of 

the more enduring institutions of social medicine within American professional 

medicine—the Physicians’ Forum, a dissenting group that formed within the Medical 

Society of the City of New York in 1938 to press for national health insurance.  Aaron 
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himself lobbied for such legislation on behalf of CU until after WWII.17 The formation of 

the Physicians’ Forum and formalization of social medicine within academia were part of 

a reckoning with not only the Depression and political upheavals of the interwar period, 

but the “epidemiologic transition” that industrialized nations were undergoing, from the 

predominance of infectious diseases to that of chronic diseases such as heart disease and 

lung cancer.18  While scholars and practitioners of social medicine documented ways in 

which malnutrition, poverty, and poor working conditions gave rise to chronic disease, 

however, even the most radical doctors tended to proffer access to doctors through 

national health insurance in place of more profound social reform.19  

This was in part because, as Dorothy Porter points out, the development of social 

medicine “took place within, and [was] inherently bound to …[actual political] debate 

concerning the establishment of socialized medicine and the eradication of health and 

socioeconomic inequalities.”20 Social medicine’s focus in the U.S. on national health 

insurance was an adaptation to interwar political realities.  But Aaron was uniquely 

equipped to press the boundaries of social medical practice because CU—along with the 

Federation of Architects, Engineers, Chemists, and Technicians (FAECT) and the 

American Association of Scientific Workers (AASW)—was one of a handful of 

institutions in the mid- to late-30s that briefly had the potential to unite blue- and white-

collar workers and scientifically- and medically-trained professionals in pursuit of shared 

political and material objectives.21 When liberal consumerists began auguring economic 

security and full employment through a combination of federal spending to stimulate 

purchasing power and extensive social welfare programs, CU thought them naïve.22  CU 

was, instead, attempting to model an egalitarian collaboration between working-class 
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laborers and highly-educated middle-class workers that others within the New Deal never 

believed possible and that Kallet saw as the only social formation capable of amassing 

the political strength necessary for securing reforms to fulfill the basic needs of all 

consumers. 23  

Historians tend to overlook the significance of such novel formations as CU, in 

part because such attempts were only partially-realized, fragile, and short-lived. Nancy 

Tomes, for instance, makes no sharp distinction between Consumers Research’s and 

CU’s respective critiques of drugs.  She points out that both organizations expressed 

alarm that medical care and medicines increasingly resembled other commodities in the 

consumer economy and both promoted “a concept of educated patient-consumer that ran 

counter to the [physician-as-] high-priest-in-the-marketplace model,” but that both 

“stopped short of challenging the growing authority of physicians.24  CR stopped 

considerably short of CU, however, in the battle for stricter drug regulation.  And Aaron 

not only used his position at CU to educate consumers about illness and treatment in a 

manner that gently eroded the image of physicians as trustworthy brokers of medicine 

and clinical care, he also developed innovative applications for consumer product-testing 

in the service of health promotion outside of clinical medicine.  Assessing the grades and 

prices of milk, the lead content in paint, and certain patent medicines, for example, 

suggested public health policy solutions beyond national health insurance.25   

In this way CU’s work—including its inflexible position on the food and drug 

law—echoed that of professionals in earlier decades who had studied the relationships 

between industrialization and the illnesses of children and laborers and advocated for 

ameliorative sanitation, labor, nutritional, and welfare measures.26  For CU in its radical 
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early days, educating “patient-consumers” meant more than equipping them to “shop for 

medical care” and avoid useless over-the-counter remedies.27  It meant making them 

collaborators in the practice of social medicine—more informed participants in the 

economic and political processes by which both government and clinical medicine might 

be made to better meet the public’s health needs.  

 
 
The Limits of Interwar Social Medicine:  World War II, the De-radicalization of the 
Consumer Movement, and the Debate Over “Socialized Medicine” 
 

The limits of the challenge CU ultimately issued to the social-political order 

generally and to the medical profession in particular were partly a function of the 

organization’s limited resources for testing and the fact that self-administered patent 

preparations (rather than doctor-prescribed “ethical” medications) posed the chief threat 

to consumers in the interwar era.28  But the vast contraction of CU’s aspirations for 

reform in the postwar period was also determinative in limiting the organization’s impact. 

The collaboration CU and a few other groups had attempted to foster between mental and 

manual labor collapsed and foreclosed of the possibilities for radical reform these groups 

had only just begun to explore.   

 This collapse resulted from internal tensions as well as from intense pressure from 

without.  CU’s measured deference to the medical profession in the 30s was pragmatic, 

but also ran deeper, in a way that imposed limits from within on the extent to which lay-

consumers and professional physicians could operate jointly in political coalition—limits 

on social medicine itself.  As Elizabeth Fee points out, even the most radical interwar 

reformers maintained a deep trust in professional medicine—a belief that “scientific and 

medical knowledge were themselves value-free,” and simply misused under capitalism.29 
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It was only in the late 60s and 70s, Fee observes, that radical Marxist analysts came to 

see medical knowledge as “itself socially constructed, its content reproducing the 

ideological power relations within any given society.”30  CU’s resident physician, Aaron, 

was part of the interwar radical social medicine milieu and was bound by its constraints, 

even as he pressed against them.  Moreover, Aaron—and, in turn, CU’s action on 

pharmaceuticals—became dramatically more constrained at the time of U.S. entry into 

WWII and in the postwar period.  It was at this point that the broader American debate 

over “socialized medicine” began exerting tremendous external pressure on and, 

ultimately, altered even dominant iatrocentric visions for the future of social medicine.  

Political conditions inhospitable to radicalism rapidly transformed CU and destroyed 

other joint white- and blue-collar efforts at organizing.31 

 On the one hand, during the 40s CU continued to press for national health 

insurance and became deeply engaged in coordinating and reporting on community-based 

activism around price controls, rationing, and housing.  The organization devoted a 

weekly newsletter, Bread and Butter, to these issues beginning in 1940.  The newsletter, 

as Shannan Clark describes, “effectively became a mouthpiece for the home front 

economics agenda of the CIO left…Wartime organizing around consumer issues 

increased the cohesion of the Popular Front as a social formation, as the CIO devoted 

greater attention to the community-based organizing of workers as a class.”32  In this 

respect, CU’s scientific product testing remained nested within a broader approach to 

improving consumer health and well-being that included securing adequate wages, 

healthy working conditions, and affordable food, goods, and housing.   
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On the other hand, however, CU became increasingly fragile both politically and 

financially, and sought actively to secure itself against anti-Communist attacks by 

construing its product-testing mission as primary and uncontroversial.  In 1939, CU 

found itself before Martin Dies’s committee, an inquisition widely discredited as having 

been orchestrated retributively by William Randolph Hearst.  (Hearst’s own magazine, 

Good Housekeeping, was under investigation by the FTC for granting its “seal of 

approval” to product manufacturers in exchange for their purchasing ad space, following 

years of allegations that the editors of Consumers Union Reports had made to that 

effect.)33  But the Nazi-Soviet Pact of August 1939 and the entry of the U.S. into WWII 

strengthened the hand of those who equated political radicalism with treason and left CU 

much more vulnerable to such attacks.34  CU was prohibited from promoting itself in 

national publications because most of them viewed the organization as antagonistic to the 

business community and advertising industry on which they relied.35  CU struggled to 

remain solvent, turning to advocacy around necessities not only for political reasons but 

because the larger purchases about which it had advised consumers in its Reports before 

the war were no longer accessible to readers.36   

Focused on their own organization’s survival as never before, CU’s leaders held 

out hope that the CIO’s vision for a permanent, labor-led, governmental restructuring of 

the economy would be realized, but they positioned their organization that it might be 

detachable from those larger goals.37  In 1942, CU renamed its main organ Consumer 

Reports (previously Consumers Union Reports) and phased out reporting on the labor 

conditions under which products were made, which had fallen to 2% of the publication’s 

pages after 1938, completely during the war.38  CU continued to spearhead community-
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based activism around the prices of basic necessities, and briefly opened a Washington, 

DC-based office to advocate for price controls at the federal level in 1944.  But Kallet, as 

editor of the Reports and the driving force behind CU’s institutional identity, increasingly 

construed this activity as separate from the organization’s scientific product-testing 

functions.39  As the Reports was beginning its transformation into a mass-circulation 

magazine after the war, Kallet struggled against CU’s president Colston Warne and 

others on the organization’s Board to curb CU’s lobbying activity altogether, and he was 

ultimately successful.40  CU retreated—via scientific product testing—from its radical 

view of consumer well-being as inseparable from consumer influence over the social 

relations of production.  By doing so, CU was also retreating from its goal of bringing the 

collective action of informed, politically and economically conscious worker-consumers 

to bear on the broader development of science and technology.  At the same time, within 

the medical and scientific communities, physicians and scientists who had aspired to 

bring science and medicine into alignment with the public interest likewise curbed these 

ambitions. 

The few other outposts of white-collar industrial unionism in the scientifically-

rooted professions fared similarly poorly in the postwar period, as their members, too, 

withdrew from social advocacy into the realm of professional expertise.  White-collar 

unionism played only a small part in the CIO’s program of the mid- and late-30’s, and 

aside from those with science training within radical teachers’ unions, the engineers and 

technical workers of the Federation of Architects, Engineers, Chemists, and Technicians 

(FAECT) were the only representatives of the scientific community to participate in the 

white-collar unions there were.  These unions were primarily made up of office workers, 
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public service employees, newspaper editorial employees, and retail and wholesale 

workers. 41  Even though engineers often worked as salaried employees and thus had a 

greater incentive to organize in a union-like fashion than physicians or other 

scientifically-trained professionals who tended to work independently or in partnerships, 

ultimately most engineering unions did not endure.42  FAECT disintegrated because of its 

failure to attract and retain members and its perceived radicalism (in 1943, the federal 

War Department forced FAECT to halt organizing at the Berkeley Radiation Laboratory, 

alleging that the local had posed a threat to national security), and in 1946 the weakening 

union fused with the United Office and Professional Workers of America (UOPWA)—

with which CU’s workers were affiliated.43 The UOPWA suffered in the years that 

followed, due to:  the Republican victories in the 1946 congressional elections; adherence 

among leadership to Communist political positions; the CIO’s decisions to devote 

resources to its Southern drive and other contingents of its membership than white-collar 

workers; and passage of the Taft-Hartley amendments to the National Labor Relations 

Act (NLRA) in 1947, which utterly hamstrung radical white-collar unions, excluding all 

who would not renounce Communism from federal labor protections and dramatically 

limiting techniques allowed for mass organizing.44  In 1950, as part of a larger purge of 

all unions it suspected of Communist influence, the CIO expelled UOPWA.45   

Unlike FAECT members, engineers on the whole were ambivalent about 

unionization before WWII.  And even as they flocked to new union formations during the 

war and in the postwar period, many supported the measures formally inscribed by Taft-

Hartley that were most constraining to white-collar unionism—in particular, removing 

foremen and supervisors from the NLRA’s protection, and effectively separating 
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professional from other employees for purposes of unionizing and bargaining.46  On the 

whole, scientific workers had fewer options for cross-class organizing and advocating for 

their economic and professional interests, and many turned to professional societies not 

stigmatized with radicalism in the postwar period.  Formations of scientists that were 

political by nature, not surprisingly, fared especially poorly. The anti-fascist American 

Committee for Democracy and Intellectual Freedom (ACDIF), for example, significantly 

contracted the scope of its efforts, and the American Association of Scientific Workers 

(AASW)—which had aimed to empower scientists in the conduct of science and social 

policymaking and to improve communication and promote collaboration between 

scientists and lay-citizens—dissolved.47 

In the late 30s, physicians who advocated federal health reform met with 

increasingly staunch and well-financed resistance from the American Medical 

Association (AMA), threats of individual-level retaliation from local medical societies, 

more and more tentative support from the foundations that had underwritten their efforts 

previously, and a Roosevelt administration that deferred the question of national health 

care to study groups and ultimately Congress.48 U.S. entry into WWII encouraged 

proponents of health reform, as it did supporters of a broader consumer- and worker-

oriented reform, but it also strengthened the hand of the anti-health-reform forces that 

equated federal intervention in health care with totalitarianism and “socialized 

medicine.”49 At the same time, growing unions and federal war-time economic measures 

facilitated the proliferation of employment-based health insurance, blunting support for a 

national plan.50  Ultimately the Truman administration took up the reform effort, 

repeatedly rehashing and failing to advance its bill between 1945 and ’49, meeting 
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opposition not only from the AMA, but from such groups as the American Hospital 

Association, the American Dental Association, the American Bar Association, and the 

United States Chamber of Commerce, and losing the support of Southern Democrats 

altogether in ‘48.51  In 1949, as Colin Gordon writes, “[t]he AMA raised a war chest of 

over a million [dollars] to fight the public relations battle and was largely successful in 

making health policy a theater of the cold war.”  The remaining groups that had 

continued to campaign for reform, the Committee for the Nation’s Health (CNH) and the 

Physicians Forum, were subject to intense red-baiting and wielded increasingly little 

influence on national debate.52   

For the Physicians Forum, the collapse of health reform and the conservative 

political environment of the late 40s and early 50s forced the reform impulse inward, as 

members defended their own and each others’ professional reputations from accusations 

of radicalism and sought reform within the institutions of professional medicine.  The 

New York City chapter fought the imposition of a loyalty oath as a requirement for 

membership in the local medical society, sought to have their members elected to 

administrative posts within the society, and pressed the AMA to force Southern medical 

societies to admit black doctors.  The Chicago chapter established a Committee to End 

Discrimination in Chicago Medical Institutions, and the Boston chapter sought to 

liberalize Massachusetts contraception law.  Whereas interwar groups like the American 

Association of Scientific Workers (AASW) had sought to open conduits between 

scientists and the lay press, in the postwar period the New York City Physicians Forum 

fought simply to have its say in the medical literature, demanding a “free medical press” 

after the organization had been denounced as Communist in Journal of the American 
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Medical Association and was refused the opportunity to retort.53  As part of its work 

within the interior of the medical profession, the Physicians Forum also sheltered and 

nurtured a new generation of politically-conscious doctors who emerged from their 

professional training in an environment hostile to the practice of a more expansive social 

medicine.  Forum doctors supported medical students and interns who had formed the 

Association of Interns and Medical Students (AIMS) in 1941 out of interest in political 

activism and in advocating for the economic interests of house staff.54   

A number of AIMS alumni rose to positions of prominence within the public 

health field, and some of these, in turn, nurtured radical health activism among health 

professionals in the late 60s.55  Sidney Wolfe identifies alumnus George Silver, for 

instance—who became chief of the social medicine section of Montefiore Hospital in the 

Bronx in the 50s and early 60s and a top official in Lyndon Johnson’s Department of 

Health, Education, and Welfare in the late 60s—as having been a crucial mentor for him, 

a “sort of rabbi.”56   

 
 

 
Consumers Union, Harold Aaron, and the “Chemotherapeutic Revolution”57 
 

CU avoided the controversy that engaging too directly in consumer-oriented 

health advocacy would generate following the charged 1949 reprisal of debate over 

national health insurance.  The organization did not participate, for instance, in the debate 

over the 1951 Durham-Humphrey Amendment, which codified the distinction between 

prescription and over-the-counter drugs that FDA had been developing through 

regulation since passage of the FDC Act in 1938.58   The Amendment defined in detail 

what kind of drugs warranted prescriptions, but preserved drug companies’ prerogative to 



 

 

48 

determine which of their own products fit this bill rather than transferring this authority to 

the FDA.59  FDA historian John Swann notes with surprise that “little public attention 

was given to this new law at the time, even though Durham-Humphrey effected 

fundamental changes in the practice of pharmacy and in the self-medication habits of 

every American.”60   

Despite CU’s longstanding attention to consumer interests in drug issues, though, 

it is not surprising that the organization was not present at the Durham-Humphrey 

hearings, in which the regulated industry repeatedly summoned the specter of “socialized 

medicine.”  Manufacturers, as Harry Marks argues, “imparted ideological significance to 

the prescription drug regulations in a successful campaign to maximize the industry’s 

control over prescription labeling.”61  Even though the amendment would have a 

profound impact on the marketing and use of ethical drugs—spending on which rapidly 

overtook that devoted to proprietary drugs—CU did not venture onto such politically 

treacherous terrain, however familiar.62  McCarthyism, in fact, was having its most direct 

impact on CU’s involvement in pharmaceutical issues in 1951:  the Better Business 

Bureau began to re-circulate the Dies Committee allegations of CU’s disloyalty and the 

House Un-American Activities Committee re-opened its investigation of the 

organization, at which point Harold Aaron departed from CU’s Board of Director as part 

an informal purge of those with radical backgrounds.63  

Aaron continued to work for the organization and play the key role he always had 

in determining CU’s stance on issues related to the FDA.  But in September of 1951, as 

he departed from the Board, his name disappeared from the Consumer Reports masthead, 

and from January 1953 until January 1958 the Health and Medicine section that had 
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featured his name in each prior issue was without editorial attribution.64   And throughout 

the 50s, when CU expressed its views of FDA happenings, for the most part the 

organization addressed its readership and not Congress.65 CU’s president, Colston Warne, 

who had traveled to Washington and participated in legislative debate constantly during 

postwar debates over price controls, recalled that CU reined in its political activity 

thereafter.  With “the backing off from price controls from ’47 into fifties,” he said, came 

“a pretty dead period.”66   

The 50s, however, were far from a “dead period” in the realms of drug 

development, epidemiologic study, and clinical medical practice.  Among the most 

significant pharmaceutical innovations were rapid development of antibiotics, hormone 

therapies, and psychotropic medications.67  Simultaneously with—and in direct relation 

to—these pharmacologic developments, the discipline of epidemiology evolved.  

Throughout the first half of the century, physicians, public health officials, labor leaders, 

industrial managers, social workers, and insurance company statisticians (in pursuit of 

diverse and sometimes opposing agendas) had begun to apply to the study of chronic 

disease epidemiologic methods that had originally been developed to help identify and 

block vectors of infectious disease.  In some cases, these efforts revealed specific non-

infectious pathogens – such as the nutritional deficiency that causes pellagra and 

workplace toxins that cause occupational diseases – while in others they established more 

general correlations between the living circumstances of population subsets and ill-health 

or mortality.68  By mid-century, epidemiology as a discipline was adopting a new 

paradigm for understanding chronic diseases compatible with all of these findings:  

chronic diseases were not the results of inevitable processes accompanying old age, but 



 

 

50 

rather had a broad range of possible environmental causes that were potentially 

preventable.69   

In the 50s, the cohort study in Framingham, MA that linked heart disease to 

cigarette smoking, obesity, hypertension, and high cholesterol, and case-control studies 

that linked lung cancer to smoking helped establish experimental study-design and 

techniques for statistical analysis—which could reveal and differentiate between 

environmental “risk factors” for a given clinical outcome—as the key methods of this 

modernizing epidemiology.70  In one manifestation of a broader phenomenon by which 

public health (as an academic discipline and as a practice expressed through policy) 

generally acquiesced to biomedicine after WWII, however, the development of 

pharmaceuticals had a great impact on the manner in which these methods developed and 

the uses to which they were put.71  As the understanding of chronic disease as 

environmentally-caused—by factors ranging broadly from poverty, lack of health care, 

industrial pollution, and occupational hazards to diet, blood pressure, and cigarettes—

gradually obtained near-universal acceptance between WWII and the early 60s, the 

victors in the debate over national health insurance largely presided over the 

establishment and institutionalization of this consensus.  Those defeated in that debate 

saw many of their hopes for application of the new epidemiologic paradigm frustrated.72  

The discipline that, in the hands of some reformers in the interwar period, had issued 

challenges to the social order and to physicians’ roles as guardians of public health, in 

many ways reinforced the status quo and the centrality of professional medicine in 

American health policy in the postwar period. 
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The New Deal and WWII left behind a semi-welfare state, with varied, state-

administered programs of unemployment insurance, Aid to Dependent Children, 

modestly increased appropriations for the Public Health Service and an expansive G.I. 

Bill, but no broad full-employment program and no comprehensive programs for national 

health insurance or affordable housing.73  In this way, the large postwar investment in 

biomedical research became one of the primary ways in which the government 

committed itself to alleviating chronic disease.74  In emphasizing research over provision 

of care, and even in the kind of studies the research establishment prioritized in its efforts 

to address chronic illness, the US government pursued a course that diverged 

significantly from the one that some of those associated with social medicine advised in 

the 20s, 30s, and 40s.75  Among the small number of interwar reformers who advocated 

that chronic illness receive a specific new emphasis in health policy—not solely universal 

access to health care—was Ernst Boas, chief physician at Montefiore Hospital in New 

York City, professor at Columbia University’s medical school, and founder of the 

Physicians Forum.76  Boas advocated not only for health insurance but for old-age 

pensions and specialized public hospitals equipped to deal with longer-term, chronically 

ill patients.77  He also wrote what was arguably the first textbook on treating chronic 

disease in 1941, aiming it at practitioners of general medicine whom he envisioned as 

forming the front line in chronic disease prevention.78   

Despite his conviction that health policy and social policy more broadly were 

inseparable, Boas, like most interwar scholars and practitioners of social medicine, did 

not in practice suggest that physicians should function as foot soldiers in a fundamentally 

economic and political struggle for health.  He embraced the research program pursued 
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by his colleague Alfred E. Cohn—clinical scientist at the Rockefeller Institute for 

medical research, founder of the first center for clinical research into chronic disease, and 

fellow-advocate for alterations in the structure of hospital care to accommodate chronic 

disease.79  As historian of health policy Daniel Fox documents, Cohn had pointed to 

arteriosclerosis as a cause of heart disease, “insisted that each chronic disease is the result 

of a biological process that should be studied in detail from onset to death,” and 

maintained that physicians and researchers needed to adjust to an age in which there “was 

‘no sharp or clear distinction…between normal and pathological.’”80  But the research 

establishment that grew exponentially in the postwar period only partially adopted even 

Cohn’s and Boas’s iatrocentric approach to gaining knowledge of chronic disease, 

because it was painstaking, lengthy, and easily linked to demands for compulsory health 

insurance.  

Although the research establishment turned to the problem of chronic disease 

more swiftly than other features of the nation’s healthcare delivery and public health 

systems, even research cleaved to an acute-illness model, focusing on new 

pharmaceutical and other clinical treatments and new diagnostic techniques.81  Not only 

did the federal underwriting of biomedical research serve as a proxy for a program of 

federal financing or provision of medical care as a result of the tension between social 

medicine and fear of “socialized medicine,” but the larger scientific research program 

within which that health research figured reflected similar conflict over the proper nature 

of government participation in promoting and directing scientific research.82  The result 

was a vast and highly-decentralized system of federally funded research in which no one 
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agency among the many that funded or conducted research articulated a national research 

policy.83   

It was in the context of this national approach to chronic disease that, by 1949, the 

National Institutes of Health (NIH) became the primary federal body funding medical 

research.  And “new pharmaceuticals had already begun to play a part in the redefinition 

of chronic disease,” as Greene argues, citing the use of insulin for diabetes, liver extract 

for pernicious anemia, and synthetic corticosteroids for inflammatory diseases.84  This 

latter dynamic was one of which Harold Aaron, in his carefully titrated role at CU, was 

aware.  CU published numerous articles about prescription drugs in its Reports 

throughout the 50s, compiling and republishing them in 1961 as a book.  Entitled The 

Medicine Show, the volume was, as Nancy Tomes points out, both “the first of a new 

kind of consumer-oriented guide book” and a natural expansion of the work CU had done 

on over-the counter medications since its founding.85 Although CU beat a retreat in the 

realm of policy, in the 50s Aaron began quietly laying the foundation of a critique of the 

developing national health policy that prioritized acute manifestations of chronic disease 

over prevention and supplying high-technology health care over controlling its cost.86   

He did this by writing critical examinations of widely-prescribed drugs and lay-

accessible summaries of up-to-date medical knowledge of the diseases such drugs were 

meant to treat for the Reports’s Health and Medicine section. In a decade in which, as 

historian James Harvey Young described it “each new therapeutic wonder, real or would-

be, received full and exciting coverage in the press and magazines, on radio and 

television,” the Reports styled itself as counterpoint to other lay periodicals.87  CU 

viewed this function as increasingly important in the time of “wonder drugs” because the 
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drugs concerned were more powerful, proliferated more rapidly, and reached the market 

before being subjected to what the Reports called the “cold scrutiny of scientific 

analysis.”88  Greene describes, for example, a 1958 article in Reader’s Digest by Paul de 

Kruif that likely introduced the antihypertensive drug Diuril to millions of lay readers—a 

good proportion of whom had been prescribed the drug by the following year.89  But 

Aaron became a vocal critic of de Kruif’s over the course of the 40s, calling him, in 1951, 

“that seasoned veteran of crusades for new ‘cures’ which seldom stand the test of time.”90  

The “aim of CU’s medical advisors,” on the other hand, according to the Reports’s 

editors, was: 

not to trumpet sensational new medical discoveries, but rather to give 
careful, unsensational analyses of such “discoveries,” to examine the 
evidence on which the claims are based, and to tell readers what is actually 
a matter of clear proof and what is only surmise. In the Health and 
Medicine pages, CU’s medical advisers also present discussions of 
common health problems based not on the views of one or two experts but 
on the careful consensus of the outstanding authorities.91  

 
Over the course of the 50s, CU raised concerns about the safety and efficacy of 

many new drugs, including hormones and non-steroidal anti-inflammatories,92 

antihistamines,93 antibiotics,94 and psychotropic drugs.95  Not all of the Reports coverage 

of drugs was cautionary:  though it rarely happened without conjoined debunking of 

over-enthusiastic promotion of new remedies, the magazine did often celebrate new 

drugs.96  But as CU increasingly sought to communicate complex risk-benefit analyses of 

new drugs to its lay readers, it also inevitably began to address and comment on the new 

ways in which drugs were:  1) being used to treat symptoms or features of chronic 

diseases that were as-yet not well-understood or uniformly defined and that were the 

subject of ongoing, intensive research (eg. drugs for inflammatory disorders, mental 



 

 

55 

illness, heart disease); and 2) affecting the nature and distribution of infectious disease 

(antibiotics).  The Reports transmitted controversy amongst experts regarding not only 

the safety and efficacy of new treatments for chronic and infectious conditions, but the 

nature of the conditions themselves.   

The treatment of such subject matter by CU was by no means unprecedented:  in 

the early days of CU and throughout WWII, in addition to articles on the dangers and 

inadequacies of popular medicines, the Reports carried discussions of some of the 

common diseases those remedies were purchased to treat, culled from physicians’ 

journals and translated into laymen’s terms.97  In 1937, Aaron wrote a six-part series 

about constipation that discussed the structure and functioning of the digestive system, 

causes of the ailment, and treatment.  In 1938 CU published the series a book.98  Two 

years later, CU put out Aaron’s Good Health and Bad Medicine:  A Family Medical 

Guide, which addressed a range of “personal, private ills” and advised consumers about 

“what it’s safe to do yourself at home, and at what point your welfare demands that you 

go to a doctor.”99  In this volume, with chapters defined by body part, organ system, 

ailment (eg. pain, colds, hay fever, impotence, diabetes) or by remedy (alkalizers, 

stimulants, physical therapy), Aaron distinguished his intent from that of “many books 

popularizing health for the consumer.”  Other books, he wrote, “provide excellent 

accounts of advances in medical science and treatment,” and—at this early date—Aaron 

singled de Kruif’s “classics of popular health education” out for praise.100   

In the 50s, however, CU augmented this coverage so that it did more than readers 

as to which “common ailments” were amenable to self-treatment, which were not, and 

which home remedies and over-the-counter treatments were of value.  The Reports 
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discussed in depth those illnesses that did warrant medical attention—such as arthritis, 

heart disease, mental illness, and bacterial infections—for which doctors, increasingly, 

prescribed drugs.  This body of writing, which would be consolidated in The Medicine 

Show at the end of the decade, was couched as balanced and non-partisan analyses of 

medical questions and controversies relevant to consumers.  But it also conveyed CU’s 

continued concern about developments at the nexus of commercial enterprise and 

medical research and practice:  a subtle but mounting anxiety regarding the relationship 

between rapid postwar clinical and pharmaceutical innovation and public health.   

Between 1945 and 1955, when the Health and Medicine section of Consumer 

Reports was second only to the ratings of automobiles in popularity among readers, CU’s 

health reporting remained carefully abstracted from politics and economics.101  But 

guided as it was by Aaron’s interest in social determinants of health and illness, many of 

the articles contained a kernel of compressed sociomedical concern that transcended the 

topic at hand. The Reports’s coverage of drug products in this period cannot be called 

“muckraking polemic” by Greene’s definition:  “ideological screeds that chastise the 

industry for profiteering or poisoning without attempting to reconcile the complex and 

dependent relationship between contemporary expectations of the healthcare system and 

the continued availability of pharmaceutical agents.”102  The articles are in fact suffused 

with something resembling Greene’s own “awareness of the pharmaceutical as a complex 

social object, as something neither Promethean nor poisonous but somewhere in between, 

a reflection of the ambivalent connection between science, health, and capital in the 

contemporary period.”103 And yet they convey a concern (even, at times, foreboding) 

about that ambivalence.   
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A 1951 review that excoriated the best-selling book Look Younger, Live Longer 

by Gayelord Hauser (with Aaron still listed as editor of Health and Medicine) suggests, 

by way of an extreme example, the context in which CU sought to evaluate drugs and the 

extent to which that evaluation involved critical thinking about the disease entity targeted 

by treatment.104  Arguing that the book’s claims to preserve youthfulness through diet 

made it a work of fiction, Aaron wrote that in order to stave off the appearance of aging, 

“[a]mong other things, science will have to find a way to remove the tensions, stresses, 

and insecurities that seem to play such a crucial role in promoting disease and premature 

aging.  It is an earmark of the ignorant—or of those who are willing to profit from the 

ignorance of others—to reduce an extremely complicated social-medical problem to the 

terms of drugstore or kitchen alchemy.”105   

In condemning Hauser’s book, which had been excerpted in Reader’s Digest and 

remained on the best-seller lists for more than a year, Aaron fell directly in line with the 

FDA, which seized copies of the book that year for making false claims about the health 

benefits of blackstrap molasses.106  But CU’s critique of some drug interventions as 

alchemical also encompassed prescription products to which FDA raised no objection, 

and drew attention to the limits of medical knowledge regarding the diseases for which 

physicians prescribed remedies.  In 1960, for example, the Reports covered the subject of 

adrenal hormones, as it had numerous times throughout the preceding decade.  “For 

several generations,” it read, “the public has grown accustomed to thinking of a doctor’s 

job as the curing of disease by finding and removing its cause.  We tend to forget that,” 

historically, the greater part of the physician’s efforts have gone toward 
relieving symptoms with little knowledge of their causes, and that today’s 
most prevalent illnesses still must be treated symptomatically. Amid the 
continuing ballyhoo which touts medical progress, such confusion often 
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spawns unnecessary, bitter disappointment.  A case in point:  the hopes 
raised in a varied army of the sick (and their families) by popular accounts 
of the “miracles” performed by the adrenal steroid hormones (cortisone, 
hydrocortisone), by their synthetic substitutes (prednisone, prednisolone, 
and others), or by the pituitary hormone ACTH, which stimulates the 
body’s own production of the adrenal hormones.  Not a single disease is 
actually cured by any of these drugs.  Moreover, side effects from their 
use often are so serious that treatment with them must be halted. 
Nevertheless, these drugs are remarkably effective in relieving the 
symptoms of rheumatic, allergic, and “collagen” (connective tissue) 
disorders; disease of the adrenal gland; certain skin and blood disorders; 
and even some varieties of cancer.  The dramatic nature of the relief—plus 
the fact that the extraction, identification, and synthesis of these hormones 
have constituted one of the triumphs of pharmaceutical research in the past 
decade—has led to widespread, perhaps inordinate, publicity.  Magazines 
and newspapers have hailed the adrenal hormones as “wonder drugs,” 
until many patients, and perhaps some of their doctors, have an 
exaggerated view of what adrenal hormones can do.107        
   

The article went on point to the limits of medical knowledge regarding “how hormones 

work after they enter the blood stream,” noting that “while it has been customary to think 

of each hormone as exerting one specific action in the body… recent research indicates 

that…hormones exercise profound and varied effect on many different tissues and 

organs.”108   

After surveying the history of “man’s knowledge of the adrenal steroid 

hormones” and emphasizing that history’s brevity, the article details hormones’ 

impressive impact on specific symptoms of disease, carefully distinguishing knowledge 

of what hormones do from how they do it:  “it is still not known,” the article reads, “why 

adrenal hormones suppress certain types of inflammation…” and, later, “It should be 

remembered that the inflammatory and allergic responses lulled by these hormones are 

normal and necessary defenses of the body.  Knowing this, most physicians prescribe 

adrenal steroid hormones with awesome respect for their serious side effects, and only 

when a chronic inflammatory or allergic disorder proves severely limiting to the well-
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being, activity, and long-range health of a patient.”109  Finally, the article concludes with 

a recognition of the crucial role that hormones were playing in the generation of 

knowledge about—and thus definition of—the underlying diseases they were employed 

to treat:  “It is probable that researchers eventually will learn precisely how steroid 

hormones work, that some common ground will be found to explain the mechanisms of 

their manifold uses. When this happens, researchers probably will also gain additional 

understanding of the essential nature of the many disorders involved.”110   

The seriousness of the side effects and clearly non-curative nature of the relief 

adrenal steroids and related drugs provided ensured that the Reports was far from the 

only lay publication that highlighted risks.  The dramatic side effects of the drugs had 

become popularly known over the course of the 50s.  By 1955, for example, a lengthy 

article appeared in the New Yorker magazine, chronicling one family’s experience with 

ACTH-induced psychosis, and the story was adapted to screenplay and released in 1956 

as the major motion picture Bigger Than Life, starring James Mason and directed by 

Nicolas Ray (one year after Rebel Without a Cause).111  In Britain, rheumatologists 

concerned for their professional integrity and federal authorities concerned about the cost 

and limited supply of the drug quickly grew wary of overly celebratory accounts of 

cortisone, and when the drug became available by prescription, many newspapers 

likewise advised caution.112  American national policy for developing and disseminating 

these products ultimately diverged a great deal from the penicillin policy that it was 

initially to be modeled on in large part because the drugs themselves were so obviously 

different from antibiotics in terms of the range of illnesses that they could affect, the 

symptomatic nature of their effects, and the severity of their side effects.113  But what set 
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CU’s reporting on the hormones and other new drugs apart from that of other lay 

publishers’ who attended to the drugs’ drawbacks was its textured nature.  The Reports 

articles were culled from medical literature, wary of “ethical” drug manufacturers’ 

promotional material and the extent to which it influenced physicians’ prescribing, and 

attempted to present the drugs in the broader context of medical knowledge of the 

diseases they could conceivably be prescribed to treat.  CU both identified and strove to 

meet a consumer need not for access to the drugs themselves, but for the best available 

information about new drugs and what they could be expected to do for individual 

patients and for the progress of medical research.   

Even though CU was not directly participating in political debate over individual 

drugs, through reporting like that on cortisone, the organization was quietly beginning to 

articulate a unique consumer interest in resolving what Harry Marks calls the “recurring 

dilemma of postwar science:  the search for authoritative, disinterested scientific advice 

in circumstances where no single authority appeared disinterested to all parties.”114 The 

1949 American policy negotiations over cortisone were meted out between drug 

companies, governmental scientific bodies, quasi-governmental scientific bodies, and 

increasingly powerful disease foundations spearheaded by philanthropists, and the British 

negotiations likewise did not include concerned patients.115  Drug companies actively 

sought the American government’s assistance with cortisone in part to avert allegations 

that the drug was only accessible to the rich, and in Britain many suffering patients who 

wrote to Ministry of Health did in fact accuse the government of colluding with medicine 

and industry at their expense.  CU’s coverage of cortisone was hardly rabble-rousing or 

conspiratorial.116   It was, however, attuned to the implications for consumers of the 
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structure of America’s vast and growing investment in biomedical research, which, as 

Marks argues, “was meant to reassure researchers that…medical science would be largely 

self-governing,” but which “was ill-equipped to deliver on the Surgeon General’s 

promise to ‘educate the doctor and the public’ about the benefits and hazards of drugs 

such as cortisone and ACTH.”117  CU did not go so far as to question directly the thrust 

of biomedical research itself, and usually suggested that ongoing research warranted 

optimism that diseases would soon be better understood.  But by reporting on the major 

research questions under study, describing the complex relationship between new drugs 

and evolving knowledge about disease, and debunking what it considered irresponsible 

promotion of new drugs, CU also implicitly raised new questions—linked to old 

concerns—about the extent to which the processes by which diseases were being defined, 

identified, and treated were responsive to public need.   

The Reports’s periodic attention to:  1) treatments for obesity and atherosclerosis 

and 2) psychotropic medications—which would both become the subjects of 

congressional inquiry and attract the lay press’s attention in the late 50s, 60s, and 70s—

reflected this sociomedically rooted and prescient, if tentative, questioning.  By the early 

50s, scientists had established an association between cholesterol and atherosclerosis 

using animal models, and CU monitored research aimed at clarifying dietary fat’s role in 

human heart disease.118  During a decade of what Greene documents to have been 

increasing “optimism regarding cholesterol’s causal role in the development of 

atherosclerotic heart disease,” as cholesterol was becoming “a highly visible target 

awaiting its magic bullet,” CU received the epidemiologic evidence that accrued in 

support of causality with caution and skepticism.119  In 1951 the Reports mentioned 
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“promising leads” in research.120  In 1956 CU anticipated that “out of all the publicity and 

discussion” brought about by President Eisenhower’s 1955 heart attack “much good will 

come,” and gestured hopefully toward the results of many research efforts, including the 

Framingham study, which was “nearing completion and should,” the editors predicted, 

“yield valuable information.”121  But while other popular literature in the 50s were 

reporting darkly on cholesterol and fatty diets, CU stressed that it was “reasonably clear 

that atherosclerosis is a multiple-factor disease probably related in varying degrees in 

different individuals to diet, constitutional background, sex, physical activity and 

emotional stress,” and warned against “food fads, bizarre diets, the use of insufficiently 

evaluated new drugs, and neurotic attitudes toward physical activity.”122   

CU’s suggestion of a similarity between, on the one hand, fad diets and weight-

reducing preparations that had long been associated with quackery, and, on the other 

hand, new ethical drugs promoted in relation to cutting-edge epidemiologic research on 

the health risks of obesity and the role of cholesterol in atherosclerosis, was innovative.  

It signaled a new development in consumer-centered thinking about pharmaceuticals—a 

recognition of the convergence of mainstream clinical pharmacology and marketing.123    

The Reports, as Susan Speaker points out in her study of amphetamine regulation, 

carried the only article from the 50s recorded in the Reader’s Guide to Periodical 

Literature that “discussed the hazards of medical amphetamine use.”124  In the article, 

“the editors noted that using amphetamines for weight loss could produce unpleasant 

side-effects, and added that physicians sometimes prescribed diet pills too casually.” 

Skepticism about the benefits of cholesterol-reduction via diet or drugs among some 

researchers, echoed early and continually by CU, delayed recognition of cholesterol as a 
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risk factor for heart disease.125  Such caution also intensified scrutiny of the first 

prescription drug to be specifically promoted for reducing cholesterol:  MER/29.126  

MER/29, launched with a comprehensive and sophisticated marketing campaign in 1960, 

turned out to cause frequent cataracts and occasional skin disease and was removed from 

the market in 1962, after the FDA determined the drug company’s researchers had 

fabricated data submitted with the new drug application.127 The next cholesterol-specific 

drug to hit the market, clofibrate, became the subject of criticism by the pre-eminent 

pharmaceutical muckraker of the 60s, Morton Mintz of the Washington Post, and 

advocacy by Public Citizen’s Health Research Group in the late-70s (see Chapter 5 of 

this dissertation).128 

 CU also demonstrated a concern, early among lay-oriented publishers, about the 

possibility that new tranquilizing drugs would be misused and distort popular 

understanding of both mild and profound mental illness.  In 1952, while Aaron was still 

listed as editor of Health and Medicine, the Reports singled out the drug mephenesin (the 

predecessor to meprobamate or Miltown – the first minor tranquilizer, widely prescribed 

in its first years on the market) as a “case in point of popular magazines announcing new 

drugs before the cold scrutiny of scientific analysis show it to be premature and no more 

than conjecture.”129  Taking issue with an article that had appeared in popular-interest 

magazine Coronet two months earlier entitled “New Drugs to Ease Fear and Worry,” the 

CU article sought to dampen expectations for the drug.130  CU characterized mephenesin 

as a muscle relaxant that was useful in diagnosis of physical conditions, but that had toxic 

side effects when used intravenously, unknown chronic toxicity, and questionable 

efficacy “from the point of view of its effects on the mind and emotions.”131   
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In a 1955 article “‘Wonder Drugs’ and Mental Disorders,” the Reports sought to 

rein in reaction to chlorpromazine and reserpine, the first major tranquilizers, “two 

genuinely useful new ‘wonder drugs’” that had “led many people to the premature hope 

that a cure-all is at hand for mental illness.”132  Again CU pointed to the limits of medical 

knowledge of how the drugs functioned:  “…it is remarkable how little is known about 

the mode of action of these drugs.  That they act on the central nervous system seems 

well established.  But just where they act, and by what processes, is poorly 

understood.”133  Again CU emphasized the fact that the drugs’ effects were symptomatic, 

not curative.134 And again, even as CU described the drugs as being “of great value to 

many disturbed individuals,” it emphasized that chlorpromazine “seems to have little 

value” for “nervous depression and… does not relieve everyday types of anxiety, 

nervousness and unhappiness” and that although reserpine “may prove to have broader 

and more versatile applications than chlorpromazine… experience with the drug in the 

treatment of mental symptoms is still limited.”135   

In January of 1958, after meprobamate (Miltown) prescriptions had reached 

unprecedented heights, the Reports excerpted a speech by the Surgeon General that “dealt 

factually and eloquently with the problem which tranquilizers have become.”136  The 

quoted speech amplified concerns voiced by the American Psychiatric Association (APA) 

about “the apparently widespread use of the drugs [major and minor tranquilizers] by the 

public for the relief of common anxiety, emotional upsets, nervousness, and the routine 

tensions of everyday living,” and transmitted the APA’s conviction that “casual use of the 

drugs in this manner is medically unsound and constitutes a public danger.”   
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The next month, Rep. John Blatnik held congressional hearings about the 

overpromotion of tranquilizers.  These hearings laid important groundwork for hearings 

that Sen. Estes Kefauver held subsequently on the pharmaceutical industry, which in turn 

paved the way to major amendments to the Food, Drug, and Cosmetic (FDC) Act in 

1962.137  By 1957, the adulation for tranquilizers that had characterized most popular 

press coverage of the drugs since the time the major tranquilizers (chlorpromazine and 

reserpine) and the minor tranquilizer (meprobamate) were introduced in 1954 and 1955 

had diminished.138  The American Psychiatric Association began to voice concerns in 

1955-56 after tranquilizers, major and minor, had become among the most frequently 

prescribed drugs.139  Beginning in ’56, interspersed with celebratory stories in the popular 

press were others that expressed concerns that:  patients with mild anxiety were using the 

drugs inappropriately; side effects of drowsiness and addiction were exposing some users 

to unnecessary risks; and tranquilizers were eliminating everyday anxieties that were a 

natural part of life and actually enriched sufferers, building character and morality.140 

Tranquilizers, coming under broader scrutiny as they did in the popular press of the late 

50s, and serving as the subject of Blatnik’s and then Kefauver’s investigations, were key 

agents in precipitating what John Harvey Young called the “agonizing reappraisal” of the 

new “wonder drugs” that took place in the late-50s and early-60s and brought about 

legislative reform in 1962.141  The tranquilizer thalidomide, which made its way onto the 

European market in 1957 and was discovered to have induced thousands of cases of 

stillbirth or birth defects by late-1961, was an immediate catalyst for amending the FDC 

Act.142  But CU’s support for reform of the food and drug law in the late 50s and early 

60s, like the FDA’s, did not spring from a sudden reckoning with “the chemotherapeutic 
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revolution.”143  Unlike other press coverage that swung rapidly from one extreme of 

celebratory embrace of tranquilizers to another of moralizing fearfulness, CU’s early and 

consistent consumer-oriented reception of the new psychotropic drugs figured logically 

within a larger and longer perspective on the relationship between drugs and public 

health.144   

The same was true of CU’s coverage of antibiotics.  In January 1959, the first 

article in the series “Taking the Miracle Out of Miracle Drugs” by John Lear appeared in 

the January 1959 Saturday Review.145  Lear pointed to misleading advertising in medical 

journals about antibiotics, the problem of indiscriminate prescription of the drugs by 

doctors, inadequacies in clinical trials, the lack of an efficacy requirement in the food and 

drug law, and a grave conflict of interest within the antibiotics division of the FDA.146  

This article and the ones that followed did “as much as anything else,” said Kefauver, “to 

spur on [his subcommittee’s] investigation and broaden its range.”147  Long before then, 

however, the Reports had published several sobering reports on antibiotics.  In 1951, 

Aaron’s Health and Medicine section reported that while “antibiotics have revolutionized 

medicine by their effect on many bacterial and rickettsial diseases… Since their use can 

cause complications, they should be administered only under careful medical 

supervision.”148  The article highlighted that the first effective treatment for tuberculosis, 

streptomycin, and the early broad-spectrum antibiotics, aureomycin and chloramphenicol, 

could produce allergic reactions and direct toxic effects in some patients, and that overuse 

of antibiotics could result in proliferation of drug-resistant bacteria.149   

In 1953, S. Stanley Schneierson of Mt. Sinai Hospital, New York City, framed his 

article in the Reports, “The Hazards of Antibiotics,” as an antidote to popular press 
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coverage of antibiotics.  He gave a textured appraisal of the drugs that emphasized their 

potential to breed bacterial resistance: 

Little publicity is given—outside of medical literature—to another side of 
the story, which should be known, too.  For many doctors have been 
carried away by their own successes with antibiotics.  Too often these 
potent drugs are employed against mild infections which are usually self-
limited, and which respond effectively to simple hygienic measures… The 
consumer pays for such indiscriminate use not only with his money, but in 
allergic and toxic reactions, and in exposure to “residual infections” or to 
“superinfections” by previously harmless bacteria and molds as well as 
exposure to bacteria with newly acquired resistance to antibiotics.150   

 
Schneierson again went over the toxic and allergic side-effects of the newest antibiotics, 

and observed that broad-spectrum antibiotics could render patients vulnerable to 

secondary infections.  He warned that all antibiotic combinations were not necessarily 

“synergistic,” despite claims companies made in advertising, and suggested adherence to 

the rule “never use two, when one will do.”  Finally, regarding the mutation of bacteria, 

he wrote:   

So far, microbiologists and chemists have been successful in creating new 
antibiotics or combinations of antibiotics and drugs, that have to a certain 
extent overcome the resistant bacteria.  But this offers no assurance that 
the race will always be won. The great danger, of course, is that an 
increased incidence of resistant strains render some of them all but useless.  
Only by employing antibiotics wisely can this danger be averted.151   

 
In August of 1953, the Reports also raised questions about the use of antibiotics in the 

food supply, asking whether it “may not be a disaster in the breeding out in these animals 

of resistant strains of bacteria which may be passed on to man.”152  In 1956, another 

article updated the magazine’s “appraisal of antibiotics and related chemotherapeutic 

agents, old and new.  They are not quite ‘miracle drugs,” the editors warned, “and they 

can be dangerous.”153 
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Wilhelm Hueper at the National Cancer Institute (NCI) and Barbara Moulton at the 
FDA 
 

Both the epidemiologic and political implications of CU’s work in the area of 

pharmaceuticals had parallels in—and some direct overlap with—the efforts of a small 

number of scientists and physicians at work within the federal government during the 

50s.  Most biomedical researchers and practitioners, in adopting the environmental 

paradigm for chronic disease, increasingly stressed drug interventions and proximate, 

individually-controlled risk factors such as smoking, high blood pressure, and obesity.  

But toxicologist Wilhelm Hueper—a pioneer of cancer research with laboratory animals 

and an expert in occupational carcinogens—pursued his exploration of “environmental 

causes” of cancer using alternative emphases.  Hueper considered what historian 

Christopher Sellers refers to as “the entire range of extrabodily influences on this 

disease.”154  Hueper’s work laid a foundation not only for the efforts of workers who 

began advocating in the 60s and 70s for occupational health and safety regulation, but 

also for Rachel Carson’s writing about pesticides and cancer in her 1962 Silent Spring, a 

book that was crucial in launching the environmental movement.155  Hueper’s perspective 

on cancer placed him outside the mainstream of research and even, at times, at odds with 

those who worked to prove that smoking was a risk factor.156  His labor-aligned approach 

to cancer research moved to the margin in the postwar period, precisely as other projects 

aimed at nurturing collaboration between workers, scientists, and consumers—such as 

CU—narrowed their aspirations or disappeared altogether.   

As CU withdrew from its commitment to serve and advocate for consumers as a 

class, researchers increasingly assembled subject populations for research into the causes 
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of disease from the ranks of hospital patients and the medically insured rather than using 

data from mass, workplace-based exams or vital statistics.157  Research tended to focus 

on internal processes like genetics and hormonal activity or the external influence of 

cigarette-smoking, rather than occupational factors that investigators viewed as less 

readily generalizable to the broad, cross-class cross-section of the population affected by 

cancer.158  Unlike his American colleagues, who preferred to think about cancer’s causes 

in class-neutral terms, the German expatriate Hueper tended to actively consider the 

relationship between industrialization and cancer incidence.159   

Hueper’s thinking derived from the strong 19th- and early-20th-century German 

tradition of social medicine, as well as from his own professional experience.  DuPont 

had hired Hueper to investigate bladder cancers among employees and subsequently fired 

him for pointing to the dangers posed by beta-naphthylamine, an ingredient in the 

company’s manufacturing process.”160 Throughout his career, Hueper expressed the 

belief that insights into occupational carcinogens did have a great deal of relevance to the 

processes by which people developed tumors outside the workplace—possibly from other 

environmental exposures.  He voiced concerns that a too-exclusive focus on cigarette-

smoking would crowd out research on other causes of respiratory cancers.  He maintained 

that epidemiology focused on risk factors at the individual level would obscure the need 

for state-coordinated population-level surveillance and interventions and dissuade 

clinicians from trusting their own impressions about possible environmental causes of 

disease affecting patients.161 Unable to conduct the sort of occupationally-based research 

he would have wished to from his position within the National Cancer Institute (NCI), 

Hueper focused his own studies on just such suspected carcinogens that physicians and 
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public health surveillance identified but that were difficult to confirm in a laboratory, 

such as chemical food additives and industrial pollutants released near geographical 

tumor clusters.162  

 Within the FDA, too, a small number of professionals raised an overlapping set of 

concerns during the 50s about how the agency was responding to rapid expansion of the 

food chemical and pharmaceutical industries. During the 50s, FDA was rapidly evolving 

methods to assess chemicals that were being added to foods with increasing frequency 

and the thousands of new drugs that were subject to pre-market approval by the 

agency.163   FDA scientists, in fact, developed methods for evaluating drugs in this period 

by extrapolating from their work assessing the potential for food additives and inactive 

drug ingredients to induce chronic toxicity.  The officials used similar methods to assess 

the chronic effects, both toxic and therapeutic, of active ingredients of drugs.164  The 

methods for evaluating drugs, particularly in clinical trials, however, also represented 

new applications of the strategic study-design and statistical techniques developed in 

prospective epidemiologic studies of suspected risk factors for chronic disease.165   

 Some physicians within the agency who were among those presiding over the 

development of pharmaceutical regulation in the postwar period took issue with how 

FDA was bringing the new methods to bear on the actual approval of food additives and 

drugs.  They voiced concerns that resonated with Hueper’s – not only regarding the 

possible carcinogenicity of certain food additives or drugs used over the long term, but in 

regard to the broader evolution of health research, clinical medicine, and modern 

epidemiology in which drugs were becoming pivotal.  The leading critic within FDA was 

Barbara Moulton, a physician who joined the agency as a drug reviewer in 1955 because 
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of her concern about misleading pharmaceutical promotion and widespread problems in 

antibiotics-prescribing.166  Moulton embraced the application of techniques and principles 

from toxicology and risk-factor epidemiology to the evaluation of drugs, but she feared, 

as Hueper did with cancer research, that drug development and use were becoming 

unhinged from the public’s actual needs and required more forceful guidance by the 

FDA.167  “The pharmaceutical world of the 1950s United States,” as Carpenter 

summarizes,  

…was one where diversely organized drug firms were producing 
thousands of new products for “conditions” which were just coming into 
existence; where clinical pharmacology [focused on the action of drugs in 
humans] was splitting more rapidly from its classical heritage [which had 
focused on animal experimentation and applied molecular chemistry]; 
where medicine was becoming more specialized and more dependent upon 
prescription drugs; and where proving “therapeutic value” for new 
treatments was essential, but where nobody could agree on one method for 
doing so.168  

 
Moulton lamented the fact that pharmacologists, rather than physicians, had the final say 

about the “therapeutic value” of drugs, and alleged that reviewers themselves and the 

FDA as a whole were too subject to industrial pressure and influence.169  

 Moulton strained actively against the emergence of a modern system of 

pharmaceutical regulation from an accretion of diversely-motivated practices rather than 

according to a public-health-minded plan, and ultimately demanded a “radical revision of 

policy” that would make the clinical dimensions of FDA’s authority explicit and restore 

and institutionalize physicians’ preeminence over drug review and FDA policy.170  

Moulton did not do this simply to defend physicians’ professional authority within the 

FDA or on behalf of the majority of American doctors, who felt threatened by the 

encroachment of pharmacologists’ expertise on their own:  she doubted, in fact, the 
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competence of most practitioners, arguing that “the possession of an M.D. degree does 

not make one a physician, nor does the practice of medicine necessarily make one a wise 

physician.”171  Rather, Moulton’s stance, like Hueper’s, more closely resembled that of 

physicians associated with interwar social medicine, who had projected a vision of 

doctors as uniquely equipped to develop social policy with bearing on public health.172  

 Moulton and some of her successors envisioned regulation of drug innovation that 

would approach new chemicals and biologics as both prospective therapeutics and 

potential large-scale exposures.  In making determinations about which aspect of each 

drug—the toxic and the therapeutic—should matter more and under which 

circumstances, they advocated techniques and philosophies that resembled those Hueper 

favored in cancer research.  Hueper promoted integration of animal experimentation, 

well-designed epidemiologic studies, and case reports by seasoned physicians to identify 

and test possible causes of cancer.  Moulton and her FDA protégés also embraced the use 

of clinical trials and long-term animal studies as the basis for a “rational therapeutics,” 

but likewise privileged case reports by individual physicians of adverse reactions, which 

could indicate side effects concealed by drug sponsors or too rare to be detected in trials.  

And, as Hueper critiqued the overall drift of American cancer research, Moulton called 

for more forceful government direction of pharmaceutical development—and, in turn, 

clinical research and practice—as a whole.  FDA, she hoped, might keep the importance 

of new drugs in perspective with respect to other pharmaceutical, clinical, and public 

health interventions.   

In this way, drug reviewers within the FDA proffered medical experience as a 

moral and social mooring for clinical pharmacology, the development of which was, like 
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risk factor epidemiologic research, being largely underwritten by NIH and drug 

companies.173  Moulton did not believe drugs could be adequately reviewed in a moral 

vacuum, or in a universe bounded by pharmacology.  This strain of thought within the 

FDA reflected the persistence of interwar sociomedical ideals, both in its insistence that 

drugs be placed in a broader social and medical context, and in the way it accorded 

physicians an elevated status as irreplaceable guardians of public health.  At the same 

time, the increasingly complex role of statistical analysis in drug review was casting 

doubt not only on the ability of physicians to occupy this role alone, but on the certainty 

with which government scientists of any kind could declare any new drug safe.  Harry 

Marks argues that statisticians largely suppressed the latter revelation when they began 

offering their services to help physicians assess the efficacy of wonder drugs in the 50s, 

thus missing “an opportunity to enlighten physicians about the fragility of all claims to 

produce authoritative knowledge, even those of the statistician.” 174 But even as they 

clung to an equally unsupportable notion that physicians could be the ultimate authorities 

on drug review, physicians like Moulton sowed the seeds of just such an awareness of the 

fundamental contingency of therapeutic claims by resisting institutionalization of the 

preeminence of statisticians in drug review.175   

Hueper and Moulton both ultimately took their concerns before lay audiences.  

Hueper provided key testimony in congressional hearings that resulted in the Delaney 

Clause to the FDC Act in 1958, which outlawed food additives that caused cancer in 

humans or animals.176 Moulton, politicized by her encounters with eminent drug 

companies that engaged in nefarious practices during the new drug review process and by 

FDA’s approval of food additives she considered unsafe, departed from the agency in 
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1960 and testified in the hearings held by Sen. Kefauver that led to significant reforms to 

the FDC Act in 1962.177  Moulton also became a key source for journalist Morton Mintz 

who, after breaking the story of the teratogenic tranquilizer thalidomide that facilitated 

passage of the ’62 amendments, wrote the most extensive and widely-read work of 

pharmaceutical muckraking of the 60s.178  

Moulton’s actions—introducing precautionary thinking like that Hueper 

articulated in the food additive debate into the realm of drug approval, emphasizing case 

reports of adverse events and drug companies’ motives alongside statistical evidence of 

safety and efficacy, and seeking congressional support for regulatory change—began to 

call into question the appropriateness of a strictly biomedical forum for drug assessment.  

As I explain in greater detail in the next chapter, the Kefauver-Harris amendments that 

she supported largely ratified an evolution in the drug approval process that had taken 

place within the FDA during the previous decade and did not alter the new 

pharmacologically-topped hierarchy at the FDA.  Nor did they constitute a radical re-

articulation of the FDA’s mandate as ensuring the safety, efficacy, and affordability of 

drugs separate and apart from consideration of the “health” of the drug industry.179  But 

the debate leading up to their passage in the late 50s did help to bring the increasingly 

complex relationship between drugs and disease to the attention of lawmakers and the lay 

public.   

FDA began its transition from, in the words of a former official, a “conservative, 

career organization, totally non-political” with a modest appropriation, to a high-profile, 

more explicitly politicized agency with a large budget.180  Moulton also left a legacy of 

principled dissidence within the FDA, influencing a cohort of drug reviewers, including 
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Frances Kelsey (who prevented thalidomide from receiving approval in the U.S.) and 

John Nestor, a pediatric cardiologist who collaborated with congressmen during the 60s 

and later with consumer advocates in calling for FDA reform.181  While Moulton was at 

FDA, however, CU was still the preeminent consumerist organization, and the few forays 

it made into health policy were cautious, reconciling epidemiologic perspectives like 

Hueper’s and Moulton’s—rooted in the tradition of social medicine—with its desire to 

remain apolitical and maintain its middle-class readership.  

 
 
Consumers Union’s Cultivated Quiescence 
 
 CU did weigh in at congressional hearings and report on a few issues within 

FDA’s regulatory purview during the decade—namely chemical additives in food (about 

which Aaron, like Hueper, contributed testimony) and the agency’s factory inspection 

powers.182  And, as the political environment grew more hospitable to expression of 

liberal views at the end of the decade, CU argued openly that the agency needed more 

money and legislative authority.183  In these years, too, CU began gingerly to enter other 

health-related political debates linked to its product-testing – namely over smoking, 

automobile safety, contamination of food by radioactive fallout and pesticides, and air 

pollution.184   

In 1957, however, when CU crept tentatively into issues of poverty and politics 

again, Kallet and Aaron left to found The Medical Letter on Drugs and Therapeutics, a 

newsletter for doctors that evaluated evidence for the safety and efficacy of new drugs 

and therapeutic devices (an enterprise Aaron had proposed twenty years earlier).185  And 

overall, throughout the 50s, CU struck a delicate balance as it tried to remain apolitical 
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and scientific while monitoring developments in drug innovation and regulation from the 

consumer vantage point.  CU’s hesitancy to engage explicitly in debate over drug 

regulation reflected the extent to which the scopes of both social medicine and consumer 

activism had been radically contracted and segregated from one another since the 30s.  

The compilation of Reports articles on drugs from the ‘50s released in 1961 (The 

Medicine Show) and The Medical Letter were not separate strategies pursued by 

consumers and physicians to address the same problem. They were both the brainchildren 

of a single consumer-activist physician, Harold Aaron, who was forced to address the 

problem piecemeal in segregated spheres and, for a time, prohibited from addressing it at 

all in others.186 Concerns that CU raised in the Reports regarding wonder drugs became 

the subjects of congressional hearings and wider-spread press attention in the late 50s, 

most extensively during the Kefauver hearings, but during the 50s CU was vigilant in 

maintaining its neutrality.187   

Historians have tended to look on CU’s voicing concrete, consumer-oriented 

interest in the content of drug regulation during the 50s—such as its articles raising 

concerns about antibiotics and drug-resistant bacteria—as a fluke of sorts.  Historian of 

antibiotics, Robert Bud, for instance, argues that even by the early 60s few outside a 

narrow community of physicians and scientists recognized the increasingly iterative 

relationship between drugs, clinical practice, and public health as it had developed during 

the 50s.188  And in Daniel Carpenter’s view, too, it was only FDA officials who were 

grappling during the 50s with “the perils of investigational drugs, the public health 

problems posed by inefficacious medicines, the teratogenic potential of drugs for chronic 

conditions, [and] the lack of rigor and completeness in studies conducted by 
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pharmaceutical companies,” while consumer groups and “those outside of the agency” 

tended to discuss FDA’s functions in “the older language of policing and adulteration,” 

without focusing on “drug review and regulation of research” or “the agency’s 

pharmacology capacities.” 189  But it was not from sheer unconsciousness about the 

complex new implications of drug development for public health that consumer 

organizations in this period tended to champion FDA’s more traditional policing 

functions rather than expansion of the agency’s authority over the design, conduct, 

interpretation, and application of clinical drug research.190  

This was instead germane to a political environment in which CU’s Board of 

Directors felt it imperative to profess the organization’s commitment to the free market, 

explicit rejection of communism, and opposition to “the authoritarian guidance of 

production and consumption”—as they did in a piece entitled “Where Does CU Stand?” 

published in the very same 1953 issue of the Reports in which CU laid out its textured 

critique of the antibiotics “race”: 

To make perfectly plain and positive to all where CU stands, the Board of 
Directors of Consumers Union has passed the following resolution as a 
statement of organization policy:  “In the present period of ideological 
conflict, the Board of Directors of Consumers Union reaffirms its faith in 
a democratic society in which the production of goods and services is 
guided by the free choice of consumers.  It is our aim to strengthen our 
economy and hence our democracy, by giving consumers impartial and 
accurate product information which will lead to wider choices. We are 
opposed to communism, and all other forms of totalitarianism.  We are 
opposed to the authoritarian guidance of production and consumption. As 
members of the Board of Directors, elected by the membership of 
Consumers Union, we wish to record our vigorous opposition to all such 
movements as inimical to the best interests of American consumers.  The 
success of our efforts depends fundamentally upon high-level national 
income, upon the existence of a broad variety of widely distributed brands, 
and upon the maintenance of a competitive marketplace in which the 
consumer can exercise complete freedom of choice.  Such a marketplace is 
possible only in a democratic society.  We feel, further, that our success 
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will ultimately be measured not only by the direct assistance we give 
consumers, but even more by our influence in helping business to improve 
its products with consequent benefits to all consumers and to the nation’s 
economy. This resolution was adopted…by the unanimous vote of all 
members of the Board of Directors of CU.191   

 
Also in this issue of the reports, CU made an argument it would repeat the next 

month in one of the rare instances of CU’s submitting material to congressional hearings 

in this period:  that legislation should make explicit FDA authority to inspect (at both 

drug factories and pharmacies) prescription files, complaint files, the technical 

qualifications of key personnel, and product formulas.192  In pitting CU’s position against 

that of professional druggists who wished to be excepted from the pending legislation, the 

editors wrote:   

Druggists who sell barbiturates to teen-agers or amphetamines to 
underworld characters may be distressed by [FDA’s bringing criminal 
actions against druggists who sell prescription drugs illegally]. But CU 
fails to see why any reputable druggist should feel that the best way to 
curb unauthorized sale of narcotics, sulfa drugs, penicillin, potent 
hormones, and thyroid drugs is to curb the activities of Government 
inspectors whose prime task is to uncover such illegal sales.193   

 
This formulation, viewed in the context of a Reports issue that both critiqued new 

antibiotics in depth and professed CU’s patriotism, counters historians’ contentions that: 

1) consumer groups emphasized the FDA’s policing aspect because they were not 

engaged with the intricacies of new drug evaluation and 2) that the consumerist 

perspective on drugs derived from a deep-seated Calvinist aversion to “demon drugs.”194  

Depiction of the problems of new drug development and regulation as a simple matter of 

protecting the public from adulterated or addictive substances was less politically 

hazardous for an organization that was battling charges of communist-affiliation than 

depicting those problems as necessitating expansions of FDA authority over the design, 
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conduct, interpretation, and application of clinical drug research. In its early days, even 

the Medical Letter, which quickly acquired a mass readership among doctors and an 

unimpeachable reputation for interpreting experimental data, fought charges that Kallet 

and Aaron were Communists and “therapeutic ‘nihilists.’”195 
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CHAPTER TWO 
______________________ 

 
Drug Regulation and Radical Health Activism in the ‘60s:  The Resurgence of Social 

Medicine and Consumerist Advocacy around Pharmaceuticals 
 
 
 
 Drugs and drug regulation were part of a complex and rapidly-changing politics 

that Consumers Union (CU) negotiated delicately in the 50s.  In this decade of dramatic 

pharmaceutical development, drug regulation evolved primarily through the interactions 

between the Food and Drug Administration (FDA), drug developers, and academia, with 

little input from organized consumers.  In 1962, the Kefauver-Harris amendments to the 

Food, Drug, and Cosmetic (FDC) Act inscribed this recently-adapted and still-evolving 

pharmaceutical regulation in law.  It was not simply FDA officials’ desire to ratify 

practices already in place, however, that generated initial momentum to amend the FDC 

Act in the late 50s.  The ’62 amendments grew, in part, out of three years of hearings that 

Senator Estes Kefauver’s Subcommittee on Antitrust and Monopoly used to delve into 

the pharmaceutical industry and its regulation by the FDA.1  At these hearings, 

Kefauver’s staff and witnesses – including Barbara Moulton – expressed interlocking 

concerns about the inordinate power of the drug industry and the clinical impact of new 

drugs.   

The resulting amendments only partially responded to these concerns.  The 

changes the reform effort underwent and the form the Kefauver-Harris amendments 

ultimately took suggest the persisting preeminence of the postwar consensus perspective 

on pharmaceuticals regulation that Harold Aaron had challenged mutedly in the 50s.  At 

the same time, however, the impulse behind the Kefauver hearings and original reform 
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proposals also helped generate the third-wave consumer movement that emerged on the 

heels of the final amendments and eventually challenged prevailing views of drugs—in 

large part through the actions of Public Citizen’s Health Research Group (HRG).  These 

consumer activists used the Kefauver-Harris reform as a wedge for expanding the terms 

on which drug critique took place.   

  
 
Putting the 1962 Kefauver-Harris Amendments to the Food, Drug, and Cosmetic 
(FDC) Act in Perspective 
 

Between 1959 and 1952, Sen. Estes Kefauver’s Subcommittee on Antitrust and 

Monopoly scrutinized the pharmaceutical industry and its regulation by the FDA.2  

Congress delegates to its 200-some committees and subcommittees specific functions 

related to legislation, oversight, and internal administration in a system largely structured 

by the 1946 Legislative Reorganization Act.  Congress passed this law in response to the 

massive augmentation and alteration of the legislative branch’s responsibilities during the 

New Deal and WWII.  Within the newly codified committee system, House and Senate 

committees and subcommittees such as Kefauver’s assigned specific areas of operation 

conducted investigations, generated and evaluated legislative proposals, proposed bills 

for consideration by the full House or Senate, monitored executive branch activities such 

as those of the FDA, and investigated alleged government misconduct.3  Along with the 

Administrative Procedure Act of 1946 that directly governed the conduct of executive 

agencies and departments, however, the Legislative Reorganization Act of 1946 also 

became terrain on which liberals and conservatives battled over the future of New Deal 

programs and institutions.  And just as the Administrative Procedure Act as it ultimately 

passed arguably reflected postwar conservative opposition to the New Deal and 
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institutions of administrative regulation, the Legislative Reorganization Act in its final 

form did little to dismantle conservative congressmen’s control over committees through 

seniority.4  In proposing legislation and scrutinizing regulatory agencies without 

ideological hostility to administrative regulation and the institutional legacy of the New 

Deal during the late 50s, Kefauver’s subcommittee thus stood out within the committee 

system and augured possible change in its use.5 

The FDC Act amendments that resulted from Kefauver’s reform push, however, 

diverged a great deal from the original vision that the senator and his staff had pursued.6 

Kefauver’s hearings focused on drug prices and monopoly in the drug industry, and his 

early reform proposals insisted on federal licensing of drug manufacturers and reductions 

in the period of exclusive patent ownership for new drugs.7  But the ’62 amendments 

effected primarily procedural reforms concerned with the approval process for products 

under pre-market FDA consideration—the most significant of which codified the 

requirement that drugs be proved not only to be safe (as the ’38 law had mandated) but 

also efficacious before marketing.  Moulton’s plea for restoration of utter physician 

control over drug approval likewise went unfulfilled.8  The overall contraction in the 

scope of reform occurred because the mixture of economic and procedural reform that 

Kefauver proposed at the hearings’ culmination was legislatively moribund by the time 

the thalidomide tragedy struck in 1961-2.9  When congressional committee members and 

staff transformed this near-crisis in drug safety, via journalist Morton Mintz, into a jolt to 

the reform effort, the only elements of Kefauver and fellow reformers’ proposals that 

could be revived were those measures aimed at improving drugs’ safety and efficacy and 

checking the most egregiously misleading promotional practices.10   
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In this way, as Daniel Carpenter argues persuasively, the already-accreted postwar 

practices of drug review became the most important factor in shaping reform.11  The 

participation of labor and consumer groups in debate over the legislation was minimal.  

The American Federation of Labor and Congress of Industrial Organizations (AFL-CIO) 

did play an important role in securing FDA authority over advertising, and CU did 

support the final bill, but these groups were not driving forces behind the reform effort, 

and the amendments they helped pass were a shell of their former selves where drug 

prices and monopoly were concerned.12              

Just as scholars have pointed to the 1938 FDC Act as evidence of, alternately, the 

strength and weakness of the interwar consumer movement, assessments of the ‘62 

amendments—and what their passage portended regarding subsequent consumer action—

are disparate.  Some on the right see these reforms—particularly the efficacy 

requirement—as undue and destructive hindrances on the pharmaceutical industry that 

created a “drug lag” (a delay in the introduction of new drugs in the U.S. as opposed to 

other nations) and thus adversely impacted the American public’s health.13  Others see 

the amendments as simply having ratified FDA’s internal postwar evolution.14  Relatedly, 

for some on the left, the amendments are emblematic of the narrowing of the objectives 

of the consumer movement between the interwar period and the 60s, the shrinking and 

homogenization of the consumerist coalition over the same interval, and the contingency 

and superficiality of its legislative achievements.15  Still others on the left see the reforms 

as having promised a full-scale realignment of the FDA with the public’s interest that was 

never realized, an emancipation of the agency following a period of “capture” that lasted 

until the partial triumph of conservatives in the 80s over an internally fragmented 
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consumerist coalition.16   

All of these analyses of the ’62 amendments spotlight the same phenomenon:  the 

shift the reform effort seemingly enacted—when it moved its focus from drug prices and 

monopoly to drugs’ safety and efficacy—from “economic” regulation to “health and 

safety.”  Historians also generally construe third-wave consumerists as having accepted 

and reenacted this shift in their subsequent advocacy.  I would argue, however, that while 

the contraction of scope that the Kefauver-led reform effort underwent is historically 

significant, the distinction between “economic” and “health and safety” (also known as 

“social”) regulation that structures most historians’ interpretation of that significance is 

faulty.   

First, FDA’s power over the market entry of products, quietly expanded in 

practice throughout the 50s and accentuated in law in ’62, continued to control a core 

industry prerogative.  And through control of that “economic” prerogative, Moulton and 

others within the postwar cohort of drug reviewers who adapted FDA to the new 

demands of assessing “wonder drugs” had incrementally exerted greater FDA authority 

over the form and substance of drug research.17  But equally importantly, over the course 

of the 60s, new reformers increasingly came to see problems with the “healthiness and 

safety” of drugs not as a discrete issue, but as continuous with and contingent upon the 

same broad political-economic structures that practitioners of social medicine had long 

considered to be determinative influences over American public health.  Advocates who 

began to focus on drugs in the 70s intended to address issues of specific drugs’ safety and 

efficacy, but also to have an impact on these more fundamental structures – on the 

political, economic, and social construction of the diseases these drugs aimed to treat.18  
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Whether these advocates did have this kind of deeper impact, why or why not, are 

questions separate from those regarding the evolution of consumerist ideology.  It is in 

the context of an effort to track the evolution of reformist action and strategy, rather than 

an effort to get at an essential nature of late 20th-century consumer advocacy—I would 

argue—that the ’62 amendments’ reinforcement of the limits of FDA authority over drug 

prices (and some consumer advocates’ respect for these limits) is most meaningful.  

 
 
Morton Mintz and Increasing Popular, Congressional, and FDA-based Interest in 
Therapeutic Reform 
 

Regulation of drugs had always been linked to broader debates about 

government’s approach to promoting public health.  After the 50s, when drugs became a 

crucial part of the iterative process that was creating modern concepts of health and 

illness, debate over drugs gradually became even more palpably enmeshed with 

fundamental questions about priorities in American health policy. Liberal scrutiny of 

pharmaceuticals and the FDA in Congress and by the press continued in the wake of 

1962, and FDA dissidents inspired by Barbara Moulton found sympathetic outlets for 

their concerns about federal drug-review in the few congressmen (namely liberal 

Democratic senator for Minnesota, Hubert Humphrey, and conservative Democratic 

representative for North Carolina, L.H. Fountain) and journalists (Morton Mintz, most 

consistently) committed to FDA oversight.19   Congressional scrutiny of FDA in the early 

60s issued from Democratic congressmen Humphrey and Fountain, and their inquiries, 

like Kefauver’s, yielded calls for empowering the agency and increasing the stringency of 

drug review.  Still, the political commitments of these congressmen ranged widely, and 

the political valence of their FDA-focused efforts remained somewhat obscure.  FDA 
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scrutiny, as it gave voice to the concerns that CU and Moulton had raised more mutedly 

throughout the 50s, did have overtones of further-reaching sociomedical critique, but 

these remained largely implicit until the mid-60s.  It was at this point that Morton Mintz, 

first, and soon additional congressmen, began linking concerns around pharmaceuticals 

more explicitly to what historian of science Kelly Moore calls a “misuse of science” 

critique that had been emerging among liberals in the early 60s.    

Congressmen, academics, and journalists began, in Moore’s formulation, 

“deplor[ing] the misdirection of most research funding toward military projects to the 

neglect of urban issues, the environment, and health problems,” and demanding “that 

scientific knowledge be harnessed to solve nonmilitary problems.”20  Rachel Carson’s 

book about environmental degradation, Silent Spring, expressed such ideas compellingly 

in 1962, building directly on Wilhelm Hueper’s work and becoming pivotal in the 

development of the environmental movement.21  By mid-decade, Mintz saw his own 

writing, which built directly on Barbara Moulton’s efforts, as akin to Carson’s in that it 

“dealt a lasting blow to a notion, widely if foolishly held, that science and technology 

always or nearly always produce benign results.”22        

Between 1962 and 1965, Mintz developed into the preeminent pharmaceutical 

muckraker, becoming the only national-level journalist with a well-developed FDA beat, 

and using a journalism fellowship at Harvard to write the most influential popular work 

on this topic of the 60s, The Therapeutic Nightmare.23  Mintz had broken the story of 

thalidomide’s hazards in 1962, virtually at the behest of the Kefauver subcommittee staff, 

who strategically leaked the information about the tranquilizer to the reporter in order to 

facilitate the passage of their legislation.24 While Mintz came away from the experience 
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of reporting about thalidomide, subsequent hearings, and the rapid passage of the FDC 

Act Amendments encouraged that, with an empowered FDA and intense congressional 

oversight “the system worked,” he also acquired a deeper interest in the relationships 

between drugs and disease and between corporate power and governmental vigilance in 

protecting public health.25   

Mintz began to engage deeply with the substance of the agency’s regulation of 

drugs, but without the restraint that had characterized CU’s drug coverage in the 50s.  He 

joined the perspectives of FDA dissidents like Moulton and John Nestor to a growing, 

broader-reaching critique of science and medicine. In the early 60s, Moulton and Nestor 

were arguing—somewhat futilely, given the institutionalization of clinical 

pharmacologists’ power over FDA drug review that had already taken place—that drug 

approval should be a “medical decision.26  These medical officers’ struggles to preserve 

the preeminence of medical authority in the FDA had always entailed more than the 

guarding of a professional boundary, however, reflecting their concerns about the process 

by which research and clinical practice were increasingly diverging from social needs and 

moral imperatives. Mintz amplified these concerns, but also began to call into question 

“medical decision” itself, gesturing uneasily toward the social, political, and economic 

forces that structured pharmacologists’ and physicians’ authority alike.  

The record created by Kefauver’s subcommittee and subsequent congressional 

bodies provided what seemed to Mintz a virtual trove of information that was of public 

consequence and public interest, but was not public knowledge, and these documents 

became the primary sources for his book.27  Mintz’s estimation of the significance of the 

material contained in the voluminous congressional record is best understood in light of 
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the comparison he drew between his own Therapeutic Nightmare and Silent Spring and 

the books’ mutual debunking of “the myth that science has no drawbacks.”  Quoting 

Carson at length in the preface to his own book, he wrote: 

“The excessive and ill-advised use of chemical pesticides is merely one 
part of a sorry whole—the reckless pollution of our living world with 
harmful and dangerous substances… Almost simultaneously with the 
publication of Silent Spring, the problem of drug safety and drug control, 
which had been simmering in the press for many months, reached its 
shocking culmination in the thalidomide tragedy” [Quoted from Carson in 
the New York Times Book Review of December 2, 1962].   …The pages 
that follow demonstrate, I believe, that we have engaged to a frightening 
extent in sometimes senseless pollution of our bodies with harmful and 
dangerous drugs, of which thalidomide is but one.  …We take the drugs 
physicians, osteopaths, and others prescribe; yet they, too, have trusted 
[the FDA] blindly…28  

 
By 1965, Mintz had come to think of press scrutiny and consumer attention as 

indispensable for sustaining congressional oversight to ensure that drug regulation 

occurred with reference to collective clinical, moral, and social—and not only 

corporate—objectives.29  In his book, as Mintz explained explicitly, price-gouging was a 

secondary issue.30 While the emphasis on safety over prices in this exposé emulated the 

’62 amendments, it was also a function of Mintz’s increasing familiarity with the 

substance of drug regulation and his growing conviction that:  1) overproliferation and 

overprescription of drugs was a threat to consumer well-being on par with lack of access 

to treatment; and 2) that the value of drugs was distorted, not only in the prices assigned 

to them by manufacturers, but by a deeper misalignment between science and medicine 

and the needs of society as a whole.   

The popularity of Therapeutic Nightmare and the unprecedented scope and depth 

of its treatment of drug development, marketing, pricing, regulation, prescribing, and 

dispensing caused pharmacy administration professor Mickey Smith—fresh from two 
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years as marketing manager for a major drug company—to assign it as required reading 

to his graduate students at the University of Mississippi School of Pharmacy and herald, 

in 1966, a new “Era of Muckrakers.”  Referring to Theodore Roosevelt’s original use of 

the term in 1906, Smith wrote: 

Originally…this rather unglamorous term was coined for application to 
those who examined corruption to the exclusion of everything else.  It was 
quickly applied, however, to all ‘reformers,’ and came to be used 
indiscriminately.  It is felt by some that this may be an advantage since it 
would be most difficult to separate the good muckrakers from the bad and 
the sane from the sensational in such a way as to satisfy everyone.  It is 
with some ambivalence, therefore, that we apply the term to the present 
group of investigative journalists. But whatever its connotation there can 
be little argument that, some 60 years after the term was coined, we find 
ourselves once again in an ‘Era of Muckrakers.’31  

 
Historians engaged in writing the social history of pharmaceuticals have tended to 

be less ambivalent than Smith was when situating Mintz’s writing within an 

undifferentiated “lineage of muckraking polemic.”32  But the continuities between 

Mintz’s writing and that in the distinctly un-sensational Consumer Reports, and the 

qualitative differences between his efforts and sheer polemic are substantial.  The 

proliferation of brand-name and combination antibiotics and the excessive and irrational 

prescribing of these drugs became recurring themes in Mintz’s writing, as did his concern 

about drugs for chronic conditions, including antidiabetics, tranquilizers, heart drugs, 

arthritis drugs, and oral contraceptives.33 Mintz, like Harold Aaron at Consumers Union, 

questioned the sustainability of the antibiotics “race” and the increasing importance of 

drugs in the melioration and the very social and scientific construction of chronic 

diseases. 

In the later-60s, Mintz developed warmer relationships with FDA leadership and 

Congress, both of which he had seen as too passive in the face of these transformations at 
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the time of Therapeutic Nightmare’s original publication.34  The president appoints the 

commissioner of the FDA (with the advice and consent of the Senate), but until 1966, 

everyone who had ever held the post had been a career agency employee, rising through 

the FDA ranks.35  In that year, President Lyndon Johnson’s appointed Secretary of 

Health, Education and Welfare (HEW), John Gardner, tapped James Goddard, then head 

of the Communicable Disease Center (later renamed the Centers for Disease Control, or 

CDC) for the position. Goddard solicited Mintz’s input directly when he took office, and 

during his two-year tenure he:  reorganized the drug-reviewing division of FDA, 

delegated greater authority to medical officers in drug review, confronted the drug 

industry publicly about the poor quality of drug-approval submissions, and oversaw 

numerous enforcement actions against false drug advertising.  Most significantly, 

Goddard set in motion the Drug Efficacy Study Initiative (DESI), a retroactive review of 

the efficacy of all drugs marketed since the 1938 FDC Act and before the ’62 

amendments made efficacy requisite for new-drug approval.36  The commissioner’s 

confrontational posture toward the pharmaceutical industry, critical attitude toward his 

own agency, interest in consumer protection, and relatively aggressive moves toward 

“rationalizing” the content of prescription drug market were, in large part, of a piece with 

other actions of Johnson’s and Gardner’s HEW.   

A major engine of the Great Society agenda, HEW oversaw the initiation of 

unprecedented federal intervention in the financing, provision, and content of healthcare, 

including the Medicare and Medicaid programs and direct funding of community health 

centers.37  But by the time Goddard took office, the Johnson administration’s 

expenditures on action in Vietnam were already beginning to strain new domestic 
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programs.38  This further sharpened the administration’s and congressional focus on the 

cost of pharmaceuticals.  And investigations into how to control costs soon opened onto 

issues of the nature, quality, and clinical and social functions of drugs that had been the 

emphasis of Mintz’s Therapeutic Nightmare.   

In 1967, Gardner’s assistant secretary, Philip R. Lee, who headed the Public 

Health Service—the overarching body that contained all health-related agencies under 

HEW, including FDA—chaired HEW’s Task Force on Prescription Drugs and charged 

the panel with determining how the federal government might finance prescription 

products under Medicare.39  The Task Force argued strongly for federal reliance on cost-

saving generic drug products, and Lee and his assistant on the Task Force, Milton 

Silverman, went on to become two of the most influential critics of American 

“overmedication” during the 70s.40  Also in 1967, the expansion of federal financing of 

healthcare prompted Wisconsin senator Gaylord Nelson—chair of the Subcommittee on 

Monopoly of the Senate Select Committee on Small Business—to begin holding what 

would prove to be a decade of hearings scrutinizing the practices of the drug industry and 

adequacy of FDA regulation.41  Nelson, too, began with a focus on exploring expanded 

use of generic drugs, but ultimately investigated multiple dimensions of federal 

regulation of prescription drugs.42   

Lee, Nelson, multiple other liberal congressmen, Mintz, and a new generation of 

consumer advocates spent the subsequent decade arguing—with limited success—for 

expanded use of generics, increased government influence over the development of 

prescription drugs, and greater stringency in the federal drug approval process.43   These 

reformers’ repetitions both of Kefauver’s failure to bring drug costs under federal control 
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and of his shift toward ensuring marketed drugs’ safety and efficacy might seem to 

corroborate some historians’ contention that consumerism transformed from a grassroots, 

cross-class movement concerned with “economics” in the interwar period to a largely 

governmentally-indigenous one that represented middle-class preoccupations with 

“health and safety” in the late 20th-century.  But I would argue that this characterization 

sets up a false dichotomy that cannot fully apprehend the nature of the reformist activity 

around pharmaceuticals that developed from the late 60s forward.   

 In the late 60s, reformers focused both on drug prices and on drug quality and 

safety, and it was not clear which dimension of pharmaceutical debate was potentially 

more radical in its political implications.  On the one hand, policymakers’ attending to 

drug prices had potential to benefit those Americans who could not afford needed 

medications, and attending to the quality of drugs seemed to benefit those middle-class 

consumers who could afford drugs but wanted to be safe and to get their money’s worth.  

On the other hand, at a historical moment when government’s attempt to broker drug 

prices was one of many signals that the administration was scrambling to pay for the 

rudiments of programs aimed at reducing social and economic inequality, scrutiny of 

drugs themselves also opened onto deeper, more substantive debate about the relationship 

between drugs, disease, and the vast structural problems in the face of which Great 

Society programs were faltering.  While Johnson and his appointees did not pursue 

alterations to the social and economic order as profound as some on the left advocated, 

the debate within Goddard’s FDA was open-ended in its implications.   

The same was true when Mintz and congressional critics began broadening the 

scope of their drug critique to include the quality of federally-funded research in the late 
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60s.44  Having developed his broader interest in the drift and consequences of science, 

Mintz began to publicize and participate not only in FDA-centered reform, but in the 

process by which the coalition that oversaw the vast postwar expansion of federal 

investment in biomedical research—the philanthropic community represented by Mary 

Lasker, the scientific community represented by NIH head James Shannon, and 

congressional support represented by Sen. Lister Hill and Rep. John Fogarty—began to 

break down.45  Lay philanthropists and foundation managers had become important 

forces in altering the character of the control Congress exerted on medical research in the 

postwar period.  Until the 1960s, however, the pressure they exerted on NIH to study a 

particular disease or organ system, accompanied as it was by increasing appropriations, 

did not unduly constrain research managers.  The underlying tensions within the 

coalition, combined with expansions in government-funded health care and national 

resources strained by Vietnam, led to the coalition’s dissolution beginning in the mid-60s. 

A story Mintz broke in 1967 about an earmark within NIH’s proposed 

appropriation for a study of the cholesterol-lowering drug Atromid-S (clofibrate), 

followed by an excoriating report on the management of NIH issued by Rep. L.H. 

Fountain’s subcommittee, contributed to an atmosphere of congressional skepticism 

about the value of medical research as it was being coordinated by federal agencies that 

resulted in Congress’s making the largest cut to the NIH budget in the agency’s history.46  

 That “Sen. Lister Hill… dropped the $4 million into the [NIH] money bill at the 

last minute without bothering to get the views of the agency that would spend it – NIH’s 

National Heart Institute,” Mintz wrote, “…illustrates the informality and warm generosity 

with which the Congressional appropriation process for medical research is sometimes 
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carried out.  It also depicts the influence exerted on NIH appropriations by philanthropist 

Mary Lasker, famed heart surgeon Michael E. de Bakey and others dedicated to generous 

outlays for biomedical research.”47  Goddard took political heat for a remark he once 

made along similar lines, saying that he refused to become one of “Mary [Lasker]’s little 

lambs” in exchange for advancing his career within the health research and services 

establishment.48   

What was new, in the late 60s, was not only the extent of the breakdown of the 

corporate/administrative/congressional coalitions that had overseen health research and 

drug regulation, and the accompanying reformist energy within government, but the 

degree of lay-reporter Mintz’s involvement in health research and regulatory politics and 

the way in which his focus on drugs was opening onto a broader critique of American 

health policy.  His characterization of the “warm generosity” of Congress towards NIH 

and of the inordinate influence of philanthropists pushing research on a particular drug 

may indeed have indicated the re-emergence of what historians Jeremy Greene and Susan 

Speaker deem a conspiratorial “polemic,” but it also constituted a more explicit 

articulation for the lay public of longstanding—and long-insulated—questions about the 

relative importance of drugs in fighting disease at the population level, the nature and 

value of the American investment in health research, and the trustworthiness of elite 

physicians and scientists to represent the public’s interest in debates over health policy 

and research.   

Congressional inquiries into the practices and regulation of the drug industry of 

the late 60s (to which Mintz’s investigative work in some cases contributed and which he 

covered assiduously for the Post)  may have advanced the interests of the “political 
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entrepreneurs” who held them, villainized drug companies, and in some cases reductively 

construed broader social problems as discrete issues of drug regulation.  But they also 

ushered in an era of more inclusive and substantive debate about the relationship between 

drugs and public health.49   It was these debates—over discrete and tractable drug issues 

that also linked to larger, more diffuse, less tractable issues of the social production of 

disease (eg. unwanted pregnancy, drug-resistant infections, diabetes, heart disease, 

anxiety)—that drew the attention of reformers of a more radical stripe than Mintz or 

those in Congress or the Johnson administration. 

 
 
The Medical Committee for Human Rights (MCHR) and the Political and Professional 
Development of Sidney Wolfe 
 

In the late 60s, the civil rights and antiwar movements generated the most radical 

critique of science- and health-related policies yet—one which gathered in the very 

substance of scientifically-based knowledge about health and illness, as well as the social, 

political, and economic structures that conferred physicians’ authority.  It was this 

critique that consumer advocates, Dr. Sidney Wolfe chief among them, brought to bear 

on pharmaceutical issues in the early 70s.  Wolfe’s professional and political 

development suggests important connections between the longer history of social 

medicine, the broad social movements of the 60s, and the development of 

pharmaceutical-centered consumer advocacy in the following decade.   

Wolfe, who grew up as the child of a middle-class Jewish family in Cleveland, 

traces his own interest in health, and occupational health in particular, to stories that his 

father—who worked as an inspector for the Labor Department in the ‘40s—told of child 

and adult workers laboring in cramped, unhealthy, and unsanitary conditions.50  Also 
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formative for Wolfe was his own experience working at a summer job during college for 

a chemical company that produced high purity hydrofluoric acid, during which he 

routinely sustained burns.  That summer he became motivated to switch his major from 

chemical engineering to a liberal arts major in chemistry and to attend medical school.51  

In 1960 while taking pre-medical courses, Wolfe worked in the Coroner’s Office in 

Cleveland developing techniques for detecting toxins in blood post-mortem.  He cites this 

experience as spurring his interest in pharmaceuticals, as it made him “aware of the 

relationship between the structure of drugs and their toxicity” and motivated him to 

continue to do research on drug toxicity during medical school.52   

The research with which Wolfe assisted focused on toxicity induced by the broad-

spectrum antibiotic chloramphenicol, a drug that figured prominently in the efforts of the 

therapeutic reformers of the late-50s and 60s.53  The interactions of the esteemed drug 

company that produced chloramphenicol, Parke-Davis, with the FDA during the 50s 

constituted one of the premier examples of the sort of run-in that had ultimately driven 

Barbara Moulton to advocate “radical reform” of the agency.54  The drug was one of the 

first broad-spectrum antibiotics, which were effective in curing a wider range of bacterial 

infections than penicillin.55  But although chloramphenicol is extremely potent, free of 

most common side effects, and uniquely effective against typhoid, it causes the 

frequently-fatal blood disorder aplastic anemia in approximately 1 in 24,000 patients who 

take it. 56   

During the 60s, while Wolfe and his mentors were using the drug to shed light on 

the not-well-understood process by which marrow produces or fails to produce blood, the 

overprescribing of chloramphenicol became one of the chief exemplars to which 
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reformers Mintz, Sen. Humphrey, Sen. Nelson, and some academicians pointed when 

arguing that the Kefauver-Harris Amendments had not yet made the American 

pharmaceuticals market and the FDA adequately responsive to or protective of the 

public’s health.  But it was only in 1968, after the dangers of the drug were re-visited in 

exquisite detail in hearings held by Senator Nelson, after generic versions of the drug 

came on the market and reduced Parke-Davis’s incentive to promote it, and after new and 

more profitable antibiotics superceded chloramphenicol, that use of the drug began to 

diminish appreciably.57  Nelson indicted chloramphenicol in the midst of his first 

congressional inquiry, turning abruptly from the issue of generic equivalence to that of 

chloramphenicol’s safety record.  Wolfe was living in Washington, DC and following the 

events avidly, but his own path toward advocacy around pharmaceuticals was not defined 

exclusively by chloramphenicol or the reformist currents within the federal government 

that seized upon it. 

It was during medical school, between 1960 and 1966, that Wolfe’s interest in 

political activism intensified.  Whereas Moulton and Hueper had come to professional 

maturity in an environment that was inhospitable to the fusion of medical practice with 

political action, Wolfe emerged at a time when both social medicine and radical 

consumer activism were resurgent. During Wolfe’s medical training, Benjamin Spock, 

the famed pediatrician-psychiatrist and activist, became his professor and profoundly 

influenced his professional and political development. Spock, who had graduated medical 

school in the same year as Harold Aaron, had also been a member of the New York 

chapter of the Physicians Forum.58  The curriculum he developed for Wolfe and his 

classmates reflected a holism and consideration of patients’ social lives that accorded 
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with the ideals of interwar social medicine and its emphasis of prevention-oriented 

cradle-to-grave clinical care.59  In the early 60s, many medical and scientific 

professionals and students became increasingly involved in lay social movements, and 

Spock became national co-chairman of the Committee for a Sane Nuclear Policy 

(SANE), the largest and most influential nuclear disarmament group in the U.S.60   

SANE had roots in nuclear pacifism among atomic scientists and the world 

government movement of the immediate postwar period but had formed most directly in 

response to concerns about the safety of nuclear testing that arose in the mid-50s, after 

these earlier movements had been effectively neutralized by anticommunist and 

antiradical sentiment.61  Like the “wonder drugs” that began to come under increasing 

press and congressional scrutiny in the late-50s, fallout from nuclear testing presented 

both a new source of concern for those anxious about the impact of science on society 

and a way of re-introducing older questions—which had come to be seen as unacceptably 

radical in the early 50s—about the extent to which science and medicine responded to 

public need.62   

In early 1964, Spock also helped found the Medical Committee for Human Rights 

(MCHR), an organization of healthcare professionals (drawn largely from among the 

Physicians Forum’s membership) that aimed to provide medical care for civil rights 

activists in the South and a “medical presence” at protest events.63  When the group 

formed, like other liberal reform organizations of the late 50s and early 60s—whether 

they aimed at securing civil rights for black Americans or altering U.S. nuclear policy—it 

took as its objective greater democratization of the political system:  broader participation 

in government and more equal access to benefits government distributed.64  Science-
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based liberal groups such as SANE and biologist Barry Commoner’s Committee for 

Nuclear Information did not allege that the content of science itself bred war, just as civil 

rights groups like the Congress for Racial Equality (CORE) did not allege that the 

political system itself was fundamentally corrupt or racist as they helped facilitate the 

formation of a mass-based civil rights movement around the Montgomery bus boycott 

and Southern reaction against Brown vs. the Board of Education.65  By 1966, though, 

when Wolfe finished his internship in internal medicine, young graduates were being 

drafted and the antiwar and civil rights movements were rapidly changing.  Following the 

1963 Nuclear Test Ban Treaty, some within the antinuclear movement—like 

Commoner—had turned their energies to other environmental issues, and with the 1965 

escalation of U.S. involvement in Vietnam, a wave of campus-based antiwar activism 

emerged.66 The 1964 “Freedom Summer” and the Democratic National Convention in 

Atlantic City revealed new tensions within the civil rights movement, along lines of race, 

gender, class, age, reform priorities, and political allegiances.67  By the mid- to late-60s, 

civil rights groups began to splinter over the Vietnam War, collaboration with white 

liberals, the persistence of urban poverty in the North, and whether to abandon nonviolent 

methods of protest.68 In 1967, torn between his tightening alliances with New Left groups 

calling for immediate American withdrawal from Vietnam and “peace liberals” who felt 

he was too radical, Spock resigned as co-chairman of SANE.69 MCHR, too, evolved 

rapidly alongside the social movements in which it was embedded.70  

As young civil rights activists became increasingly interested in “black power,” 

New Left-influenced groups like Students for a Democratic Society (SDS) began to 

conduct “teach-ins” and mobilize students for protests and draft resistance.71  In this 
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environment, the form of scientists’ and physicians’ engagement in politics began to 

change.   The “neutral information-provision” mode of SANE and Committee on Nuclear 

Information no longer sufficed for many.  New, more radical groups such as the Science 

Action Coordinating Committee and Science for the People began criticizing and seeking 

to up-end universities, professional societies, and broader political-economic and 

intellectual structures deeply enmeshed with science.72  MCHR, too, reflected these 

upheavals in the contemporary movements with which it was affiliated.  In 1966, when 

Wolfe took a position with NIH in Washington, DC—in part to avoid the draft—he 

became co-chairman of the DC branch of MCHR.  The group he joined could no longer 

call itself, as it once had, “the medical arm of the civil rights movement.”73  That 

summer, MCHR had begun to shut down most of its standing operations in the South, 

and the bulk of its efforts took place in active chapters in the North, including DC’s.74  In 

1965 DC had served as MCHR’s lobbying body, bringing members to testify in Congress 

about the abuse of civil rights workers by Mississippi authorities, and advocating, as 

Johnson announced initiatives comprising the War on Poverty, that funding through the 

Office of Economic Opportunity (OEO) go toward community health care and the 

desegregation of Southern hospitals.75  After 1966, the DC chapter continued to lobby 

some along these lines, but federal money dried up and the DC group, like the other 

chapters of MCHR, largely shifted toward what social critics Barbara and John 

Ehrenreich, writing from their own experiences as health activists in the late 60s, termed 

the “‘radicals in the professions strategy”:   

…the undergraduates of 1963 were, by 1969, teachers, social workers, 
journalists, lawyers, or students in graduate schools or professional 
schools,” they wrote.  “Stated very simply, the idea was to use these 
positions, or at least whatever skills went with them, to advance the radical 
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cause—which was now generally understood to be the cause of poor and 
working-class people, oppressed minority groups, etc., and only indirectly 
of the professionals themselves.76 

 
   The Ehrenreichs themselves worked as researchers and writers for the Health 

Policy Advisory Center (Health/PAC), which formed in 1968 and published radical 

health care policy analysis that focused mostly on New York City but also weighed in on 

national issues.77 Health/PAC’s radical critique evolved alongside a series of episodes in 

which hospital workers, health professionals, community-based organizations, and street 

gangs, endeavored in a variety of ways to assert direct “community control” over health 

care.78 Health/PAC and MCHR members supported and participated in such local efforts, 

ranging from extra-legal health service “coups” to Head Start programs and community 

health centers funded by the OEO.79  

Wolfe’s work with DC MCHR included similar projects, as well as providing 

medical aid to members of radical groups like the Black Panthers and to those injured in 

urban riots and poor people’s and antiwar protests.80  In 1968, Wolfe and the DC MCHR 

chapter were, for example, deeply involved in coordinating health care for those injured 

in the rioting that followed Martin Luther King’s assassination and during the 

encampment of the Poor People’s Campaign (PPC), which had been the culmination of 

King’s last organizing endeavor.81  The PPC embodied the evolution of King’s thought 

and strategy and the embattled state of the civil rights movement.  In 1967 and 1968, as 

King increasingly saw class and racial struggles as inseparable and openly opposed the 

Vietnam War, he faced deepening divisions within the civil rights coalition and was both 

frustrated and shunned by a Johnson administration that was cutting social programs and 

increasing military appropriations.82 When King was shot in April 1968, before the PPC 
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was to follow through with its plans to march, camp, and protest, three days and nights of 

rioting ensued.  Wolfe and one hundred MCHR members joined one hundred local health 

care workers and other DC residents in a relatively well-coordinated effort to provide 

medical care for residents of a tent city beset by rain, crime, and violence.83     

DC MCHR members’ assessment of their own role in the medical response to the 

rioting in the wake of Martin Luther King’s assassination reflected both the racial and 

class-based tensions with which Wolfe and other New Left activists were grappling, 

tensions inherent in the “radicals in the professions strategy.”84  In January of 1969, 

following the spring in which DC MCHR had coordinated the medical response to 

rioting, Wolfe and fellow leaders in the effort published an article in the New England 

Journal of Medicine entitled “Medical Problems of Civil Disorders:  Organization of a 

Volunteer Group of Health Professionals to Provide Medical Services in a Riot” 

chronicling their efforts.85  The article conformed to conventions of medical literature, in 

that it pointed to the potentially generalizable significance of the authors’ “case” and the 

possibility of replicating their “methods.”  But even as it joined the growing list of 

articles published in eminent journals on Wolfe’s curriculum vitae, “Medical Problems” 

made the radical argument that the very fact that a need for emergency medical services 

had arisen indicated deep social and economic problems that required more fundamental, 

longer-term solutions.   

“Nearly every city in the United States is a likely candidate for civil disorder,” the 

authors wrote, because “…[t]he underlying grievances that have led to riots have not 

been redressed.”86  Although theirs had been “a temporary program… established for the 

duration of the riot,” which “did not attempt to modify the permanent structure of health 
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services,” they concluded that “the ultimate measure of success of the volunteer medical 

program created for acute care in riots will be the success of its transformation into an 

effective catalyst for permanent upgrading of medical care.”87  While they admitted that 

“genuine sensitivity to the community’s wishes and needs is foreign to most medical 

groups, including our own,” they remained hopeful that “[t]he private volunteer group, 

through its independence and flexibility, as well as rapport with both sides, can fulfill a 

permanent leadership role in the community.”88  

By 1971, however, Wolfe was less sanguine about MCHR’s capacity for enduring 

leadership.  Having lost in an election for the group’s national chairmanship in 1970, he 

felt the organization was “going in what [he] considered a more radical and impractical 

direction.”89  Of his departure from the group in 1971, he recalls: 

It's not like a rift/split or anything like that.  I just stopped doing it because 
I thought something else was more useful for other people and more 
interesting to me therefore… They [MCHR] were getting into some fairly 
far leftwing politics that were okay on their own but they were avoiding 
tackling specific issues.  More rhetoric than action so to speak.  I just felt 
that there were things you could do.  I wanted to do them as opposed to 
just talking about doing them…90   

 
 Reformers within the liberal tradition of social medicine had long drawn attention 

to social determinants of illness, but radical health activists of the late 60s and 70s, like 

those at Health/PAC and MCHR, differed from them.  These radicals were wary of the 

institutions of government that had become enmeshed with the capital-driven “health 

sector” in the postwar period; they grew conscious of the ways in which their own racial, 

economic, and professional status threw into question their place within a struggle for 

public health; and they had come to see health itself—and medical and scientific 

knowledge about health—as inseparable from the structure of social, economic, and 
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political relations in which it was embedded.91  

 In the absence of sustainable formations to bring about the revolutionary reform it 

advocated, however, this critique had ambiguous implications for policy and political 

action. Existing institutional bases for cross-class, interracial, lay-professional political 

mobilization were brittle and disintegrating. Relations between the radical left and the 

labor movement were strained, and although many radical health activists supported 

unionization efforts among health care workers, and collaborated with unions in the late 

60s and early 70s to advocate for occupational safety and health protections, they did not, 

for the most part, readily join unions or expect them to be the pre-eminent drivers of 

social and political change.92  Collaborations with other community-level groups were 

sometimes volatile and often fleeting, and radicals in all professional fields had 

conflicted, sometimes paralyzing relationships with the substance of their own 

expertise.93  Given these destabilizing dynamics, radical health groups were shot through 

with ideological tensions between newer and older approaches to social medicine:  

between embracing government institutions and advocating their dismantling, between 

engaging in politics within or outside institutional channels, at the local or at the national 

level, and between acting as “radicals-in-the-professions” and renouncing “expertise” and 

attacking its institutional bases and content.94  

Such ideological and strategic ambivalences complicated, for example, MCHR’s 

relationship to the comprehensive community health center (CHC) movement.95  MCHR 

member physicians were pioneers in the creation of community health centers, securing 

the first Office of Economic Opportunity (OEO) grants to found two centers in 1965.  But 

although some MCHR members went on to found other centers, the organization never 
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became directly involved in funding or running CHCs.96  MCHR had not only logistical, 

but ideological reluctance.  “Some members feared cooptation by OEO,” MCHR’s 

chronicler John Dittmer explains, a concern that grew out of a deeper wariness that CHCs 

were a stop-gap measure, like Medicare and Medicaid, that insulated American health 

care delivery from more profound structural change.97   

This uncompromising perspective was also evident in the chief national-level 

policy action to which Health/PAC’s analysis pointed, and for which MCHR also 

agitated:  the creation of a National Health Service.  This plan, the activists argued, would 

excise private health insurers from the financing of healthcare and end the inefficiencies 

of Medicare and Medicaid—thus dismantling a “medical-industrial complex” made up of 

insurers, hospitals, drug companies, and financial interests—by placing all healthcare 

workers in public employ.98 In MCHR’s vision for a National Health Service, a new 

progressive federal tax on wealth would fund a nationally comprehensive network of 

neighborhood community health centers that would be connected to general hospitals, 

governed by consumers, and would provide acute and preventive medical care for all 

citizens (not only the poor), as well as a broad range of social services.99  The idea of a 

National Health Service, however, seen as extreme, gained no traction within the active 

debate over national health insurance in the early 70s.   

 The radical critique of health policy also had ambiguous implications for policy 

surrounding the use and development of pharmaceuticals.  From a radical consumer-

patient advocate’s point of view, drugs could be viewed as reinforcing power imbalances 

wrought by capitalism, racism, sexism, and imperialism, or as altering them through the 

pharmacologically-assisted narrowing of sex-, race-, or class-based health disparities.  
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Drugs—depending on their perceived clinical and social functions—could be seen as 

luxuries or entitlements, palliative tools of exploitation or basic implements for working-

class empowerment.  In its popularly-oriented book American Health Empire, for 

example, Health/PAC integrated points Mintz had presented in the Therapeutic 

Nightmare into its critique of the “medical-industrial complex,” arguing that the drug 

industry was not the “public service” it made itself out to be.  Citing the lack of 

significant innovation beyond antibiotics, tranquilizers, and birth-control pills in the prior 

three decades; the proliferation of “me-too” drugs (“minor chemical modifications of old 

drugs”); and recent attempts by food manufacturers and other industrial outsiders to enter 

the prescription drug market, the authors argued “that there is no reason to trust that 

rationalizations that the health industry brings to health services will look like 

rationalizations to the consumer.”100   

To Health/PAC, the self-interested and profit-driven health industry demonstrated 

the need for a National Health Service, which, together with the FDA, would assure that 

the public’s needs for existing drugs would be met and that drug development would 

become more aligned with public need.101  Health/PAC also argued, however, that the 

drug industry was facing financial peril by the end of the 60s, pointing to the expiration 

of the patents on best-selling products, antitrust suits brought by the federal government, 

and regulatory burdens imposed by the Kefauver-Harris amendments.  Further healthcare 

reform, moreover, threatened to elevate the market position of generic drugs producers, 

set prices for the industry, or implement “other forms of profit-cutting regulation.”102  

These latter observations complicated the questions of how concerned patients should 

approach the drugs physicians prescribed and what drug regulation should look like in the 
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absence of a National Health Service that could negotiate prices, shape demand, and 

influence research.  Health/PAC’s radical critique left open the question of whether 

government needed to consider the “health” of a drug industry that produced both real 

and essential innovations and “a needless and dangerously confusing proliferation of 

marginally different products.”103 

By the mid-70s, the difficulty of sustaining experiments in community-control 

had chastened Health/PAC as an organization, and it issued more moderate policy 

prescriptions.  By 1978, as Merlin Chowkwanyun documents, the organization “took the 

form of a left-liberal health policy journal,” staying afloat with a small amount of 

foundation funding, subscription sales, and contributions until disbanding in 1994. 104  

MCHR did not survive the 70s, and Wolfe did not stay for its dénouement.105   Between 

1966 and ‘69, under the leadership of Dr. Quentin Young—a founding member of the 

Physicians Forum’s Committee to End Racial Discrimination in Chicago Medical 

Institutions and the head of the Chicago branch of MCHR—MCHR gained national 

recognition and swelled ranks of membership.106  But MCHR’s internal ambivalences 

and battles had long complicated its ability to act as a national organization, and the 

national body soon began to wane rapidly as the decline of mass-based political action 

diminished the need for “medical presence” at protests.  Only the National Health Service 

campaign continued, unsupported by many local chapters.107 Young himself began to 

disengage from MCHR in 1972, and rigid, explicitly revolutionary sub-groups sought 

control of the group nationally.108   

By 1971, Wolfe devoted more time to working with Ralph Nader, whose summer 

research projects aimed at exposing the “corporate liberal” cast of federal bureaucracies 
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had already laid the foundation for the network organizations he would establish in the 

early 70s.109 Wolfe’s departure from MCHR and transition to full-time advocate for 

patient-consumers illustrates the way in which “health advocacy” served as a fraught yet 

flexible device for gathering in the reform aspirations of many young middle-class 

activists radicalized, sobered, and potentially paralyzed politically by experiences in the 

fractured civil rights and antiwar movements.  This transition also suggests the complex 

framework within which Wolfe viewed the pharmaceutical-related advocacy that would 

become a focus of his subsequent work. 

 
 
Sidney Wolfe and Ralph Nader:  The Origins of Public Citizen’s Health Research 
Group 
 

Excepting one year from 1969 to 1970, when he returned to Cleveland to 

complete his residency in internal medicine, Wolfe continued to work full-time at NIH 

until the beginning of 1972, doing research related to that he had done on 

chloramphenicol, not focused on drug toxicity, but still centered on the mechanisms of 

bloodclotting.110  In 1968, while Wolfe was in DC and active with MCHR, he met Ralph 

Nader when both were invited speakers at a founding meeting of the American Patients 

Association (APA), the brainchild of a public affairs executive named Theodore (Ted) 

Cron.111  Cron had just finished a two-year stint as the Assistant Commissioner for 

Education and Information under Commissioner Goddard at the FDA, where he had been 

a driving force behind developing the agency’s image as a consumer-friendly servant of 

the public interest.112  Cron’s outsize personality—a former FDA employee called him a 

“master showman”—had made waves at the FDA and gained Goddard national 

recognition and visibility unprecedented for an FDA commissioner.113   Cron had also 
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had the idea to reach out to Mintz directly at the start of Goddard’s tenure, and he 

spearheaded development of the agency’s public relations capabilities to manage the 

flood of lay-consumer interest in the risks of the birth-control pills newly made available 

in the 60s.114   

Wolfe and Nader converged, quite literally, in a conceptualization of “health 

advocacy” as it had occurred in the imagination of Cron, who had, from his vantage point 

in the FDA, sympathetically observed both Wolfe’s work with MCHR and Nader’s 

ascent to national prominence as an advocate of automobile safety.  “The idea” for the 

APA, recalls Wolfe, “was an organization representing patients—for which there wasn’t 

any [existing] organization.”115 At the time that Cron was founding his APA and the 

“radicals in the professions” groups were carrying out their projects in the late 60s, 

though, the nature and objectives of “health advocacy” were hotly contested.  It was 

unclear whether “health advocacy” should primarily seek to assert “rights to health care” 

or “rights in health care,” to use sociologist Paul Starr’s construction, and whether and 

how it might be coordinated with other reform efforts that sought to promote public 

health through improved working conditions, environmental protection, consumer 

product safety, nuclear pacifism, demilitarization, and programs to reduce poverty.116  

 Cron himself did not identify as radical—or as, in his words, “an idealist”—and 

envisioned a gradual “democratization” of medical care through expanded government 

financing, racial integration, and lay participation in policymaking, which would be 

accomplished through a combination of federal programs and local activism that 

resembled precedents in public education.117  The APA, in his words, though it was 

intended to lead a “patients’ revolt,” would “not permit confrontations in health.”118  He 
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began his federal service as Deputy Assistant Commissioner in the U.S. Office of 

Education in 1964 and 1965, when he was “involved in a lot of the Great Society 

educational stuff:  …the new billion-dollar Title I program for inner city schools, the 

Higher Education Act, and the Civil Rights Act.” When he founded APA in 1968 he 

intended to similarly advocate—as MCHR had, using the initial implementation of 

Medicare and Medicaid as a lever—for greater inclusion of consumers in health 

policymaking at the local, state, and federal levels, promotion of minorities within the 

federal bureaucracy, and greater equality in access to and quality of health care, which 

was, he said in 1970, “possibly our most segregated public service.”119   

While at FDA from 1966-68—where he was “to the best of [his] knowledge… the 

first Jew in the top staff”—he spearheaded a joint FDA-Equal Employment Opportunity 

Commission (EEOC) program to promote minority hiring in the pharmaceutical 

industry.120  When he left FDA, he took up work first as a speechwriter for presidential 

candidate Hubert Humphrey and then as vice president of a public affairs firm, from 

which position he founded the APA and became in his words “the leading consumer-

patient advocate.”  Cron saw APA’s efforts as continuous with, and complementary to, 

the work of integrating the federal bureaucracy and opening it to consumer input.121 In 

the few years before he returned full-time to federal public affairs, Cron testified on 

Capitol Hill regarding the creation of federal bodies for consumer representation.  He also 

served as consultant to the President’s Committee on Consumer Interests; assisted Sen. 

Abraham Ribicoff’s staff on consumer and health legislation; published a monthly 

newsletter The American Patient; served on an ad hoc Health Advisory Committee to the 

Department of Health, Education, and Welfare (HEW) to “provide the consumer voice to 
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balance the voices of medicine and industry”; brought suit against HEW for raising 

Medicare premiums; and met with HEW alongside members of the Physicians Forum, 

MCHR, and other religious, healthcare, and moderate civil rights groups to press for 

greater inclusion of minorities within the ranks of Public Health Service.122 

 Cron’s brand of advocacy was in keeping with the view of many 1960s liberals 

that gradual elimination of racism, education of patient-consumers, and incorporation of 

patient-consumer viewpoints within federally-financed programs would make the 

country’s health care system more humane and efficient without requiring significant 

alterations to the national economic structure.123  APA focused on advocating for 

patients’ “rights in health care” and “rights to health care,” but not for more broadly 

construed rights to other socially-determined conditions conducive to “health” itself.  

And yet the collaboration Cron helped forge between Wolfe and Nader was more open-

ended in its objectives.  Wolfe was still deeply committed to MCHR when he met Nader 

in 1968, and even when he parted ways with the organization three years later, it was a 

move that was, as he describes it, not ideologically, but strategically driven.124  By 1968, 

Nader’s own ambitions for political reform, while substantial, were also somewhat 

opaque and likewise not utterly aligned with those Johnson administration officials and 

liberal congressmen who were pursuing consumer-protective reforms in the late 60s.  

 Nader, who had come to Washington in 1963 to work part-time for Assistant 

Labor Secretary Daniel Patrick Moynihan, had come to national prominence while 

pursuing passage of one such piece of legislation, the National Traffic and Motor Vehicle 

Safety Act.125  Having published a book on auto safety, Unsafe at Any Speed:  The 

Designed-in Dangers of the American Automobile in 1965, Nader was working toward 
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passage of the bill in Congress when Morton Mintz helped transform the young lawyer 

into a public figure.126  When General Motors hired private investigators an effort to 

discredit Nader and his work, the lawyer—familiar with Mintz’s work on thalidomide—

contacted the reporter, who then broke the story in the Washington Post.127  The 

controversy assisted Nader in his auto-safety reform effort, made his book a best-seller, 

made his a household name, and gave him currency in Washington as he participated in 

drives for numerous other pieces of consumer-protective legislation subsequently.128  By 

1968, however, Nader was thinking in terms of consumer empowerment, not merely 

consumer protection, and searching for methods of advocacy beyond partnerships with 

liberal congressmen.129    

In the summer of 1968, Nader began to independently enlist graduate students—

who came to be popularly known as “Nader’s Raiders”—to conduct investigations of 

federal regulatory agencies that he saw as “captured” by the industries they regulated, to 

the detriment of the public.130  The written study that the first of these “raids” (on the 

Federal Trade Commission) yielded resulted in profound reforms to the agency and 

served as a template for multiple other exposés under Nader’s auspices.131  The “raider” 

formations and the investigations they carried out, in turn, became models in form and 

substance for permanent organizations Nader would begin founding in 1969, starting with 

his Center for the Study of Responsive Law, to continue advocating for consumers’ 

interests on an ongoing basis.132   

Some radical reformers decried Nader’s public-interest groups as elite, 

educationally and racially homogeneous organizations that were sidestepping the issues 

of economic inequality, racism, and imperialism that the civil rights and antiwar 
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movements had laid bare.133  Some left historians have echoed this criticism in 

retrospective analysis, adding to it the argument that consumer advocates in Nader’s 

mold—as opposed to those of the interwar period—bore an ideological aversion to 

government’s grappling with the economic bases of consumer problems.134  The question 

of whether the new consumer groups of the late 60s and early 70s were insufficiently 

diverse and betrayed radical objectives with their pragmatic selection of battles may be a 

legitimate one.  Wolfe’s journey from MCHR activist to Nader’s collaborator, however, 

undermines critiques that dismiss all late 20th-century consumer activism as ideologically 

constrained.  Wolfe’s example likewise undermines the theoretical opposition between 

“economic” and “social” regulation on which such critiques rely.135  Not all activists with 

radical leanings saw consumer advocacy as a retreat from efforts to alter fundamental, 

structural problems in society.  And it was, precisely, experiences with direct-action 

protest and participatory democracy within the 60s social movements—and the 

splintering of those movements—that inculcated a relentless pragmatism in many who 

remained politically engaged and impelled them both toward Nader and, like him, 

simultaneously toward and away from collective, grassroots mobilization.136      

Wolfe began to work with Nader in 1968, mentoring medical students who 

“raided” the FDA.137  Cron later recalled that Goddard had desired political momentum 

for tightening regulation of food additives, and claimed that Nader’s FDA study, which 

the agency authorized while Goddard was still commissioner took place virtually at his 

own invitation.138  But Wolfe and the students he supervised saw their project as part of 

their own evolution as health activists, rather than as the bidding of a Johnson appointee.  

The medical students were members of the Student Health Organizations (SHO), a group 
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that activist medical, nursing, and dental students had formed in 1965.  SHO started out 

with the objectives of supporting the civil rights movement and reforming medical 

education, but, like Health/PAC and MCHR, soon acquired broader and more radical 

ambitions.139   

In the summer of 1968, SHO members carried out nine projects in inner cities and 

poor rural areas using funds from the federal Office of Economic Opportunity (OEO).  

Six students became “Nader’s raiders,” with some investigating FDA and others 

researching environmental pollution, and both groups turned out reports that were 

ultimately published for mass consumption as high-profile exposés.140  SHO’s 

involvement with Nader—like Wolfe’s—marked a moment of transition in radical health 

activism.  Student leaders were struggling to conceive of projects that would make lasting 

alterations to the structural bases of health problems.  After 1968, SHO no longer 

sponsored summer projects at the national level for this reason, and because money 

became less readily forthcoming through OEO.141   

Following the first summer project, Wolfe maintained his relationship with Nader, 

and in the summer of 1970, after completing his residency, he consulted on another of 

Nader’s projects:  a study of the National Institutes of Mental Health and its community 

mental health centers program, carried out under the auspices of Nader’s first standing 

organization, the Center for the Study of Responsive Law.142  In 1972, Wolfe departed 

NIH to found Public Citizen’s Health Research Group (HRG), his new joint venture with 

Nader.  While HRG would collaborate with and build on the work of Mintz and 

congressional and FDA-based critics concerning pharmaceutical safety and efficacy, 

Wolfe understood his own work as continuous with radical perspectives like MCHR’s, 
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Health/PAC’s, and SHO’s.  

 In fact, in founding a consumer health advocacy organization, Wolfe’s and 

Nader’s undertaking directly paralleled—at least in name—MCHR’s trajectory as a 

national organization in the early 70s.  In 1971, MCHR’s annual convention took as its 

theme “The Consumer and Health Care,” and the group formalized its commitment to 

broadening its membership to include not only doctors and nurses, but all healthcare 

workers and healthcare consumers as well.143   Large numbers of nonprofessional health 

workers, women, and minority consumers attended and gained representation on 

MCHR’s national governing council.  But despite the convictions of many within the 

organization that improving public health would require profound political and social 

change that went beyond the healthcare delivery system, many of the older and larger 

chapters of MCHR did not approve of the new national plan to alter the organization’s 

composition.144  It was between 1972 and 1975, while MCHR attempted to pursue the 

program outlined at the ’71 convention—consumer recruitment and advocacy for a 

National Health Service—that the number of local chapters fell off dramatically and the 

national organization became paralyzed by infighting.  Quentin Young later remarked 

that “MCHR never really solved its constituency problem, whether it was to be a 

professional group…or a consumer group,” and called the decision to include consumers 

a mistake.145   Health/PAC wrote critically of the consumer campaign in 1975, “In short, 

there was no one who was not part of MCHR’s newly defined constituency.  MCHR 

would no longer simply serve the vanguard—MCHR would be the vanguard by shedding 

its skin and wishing itself a new one.”146   

To some on the radical left, the group of “consumers” that Nader-affiliated groups 
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set out to serve was too expansive, including but not prioritizing as it did the poor and 

marginalized who were the focus of MCHR’s consumer campaign.  Nader’s concept of a 

“consumer advocate,” they charged, was too narrow, too attentive to professional 

credentials class- and race-based privilege tended to confer.147  For Wolfe, however, 

working with Nader presented the possibility of slipping in and out of his professional 

“skin” as he saw fit and engaging in full-time advocacy work at a moment when even 

liberal forms of social medicine were struggling for survival and radical forms 

collapsing.148  

Wolfe’s and Nader’s decision to found the Health Research Group (HRG) and to 

examine and advocate around drug and product safety, occupational health and safety, 

and the “nonaccountability” of the healthcare delivery system, grew out of a complex 

history that is not reducible either to the consumer movement’s abandonment of the 

working class and racial minorities or an inherited cultural aversion to drugs.149  HRG’s 

origins and evolution highlight the complexity involved in determining whether late 20th-

century advocacy around pharmaceuticals—and third-wave consumerism more 

generally—constituted an ideological, class-driven elision of structurally entrenched 

economic inequality or a pragmatic adaptation of activism to the disintegration of the 

social movements that had exposed it. 

    
 
Public Citizen’s Health Research Group:  Consumer Advocacy around 
Pharmaceuticals in Context 
 

While “many idealistic young people set off to Selma and Birmingham” in the 

early 60s, writes biographer Justin Martin, “Nader moved to Washington intent, as he 

saw it, on becoming an advocate for body rights.”150  The elasticity of this principle of 
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“body rights,” which Nader described in Unsafe at Any Speed, begins to suggest how 

HRG’s pharmaceutical advocacy, and consumer groups’ general gravitation toward 

health and safety issues, could represent, at turns, both resistance to and assimilation of 

dominant conceptions of “public” and “private” – a radical concern with “social 

conditions as fundamental causes of disease” and a more conservative preoccupation with 

“proximate causes.” 151 Nader wrote, in the 1965 volume: 

A great problem of contemporary life is how to control the power of 
economic interests which ignore the harmful effects of their applied 
science and technology. The automobile tragedy is one of the most serious 
of these man-made assaults on the human body. The history of that 
tragedy reveals many obstacles which must be overcome in the taming of 
any mechanical or biological hazard which is a by-product of industry or 
commerce. Our society's obligation to protect the "body rights" of its 
citizens with vigorous resolve and ample resources requires the precise, 
authoritative articulation and front-rank support which is being devoted to 
civil rights.152 
 

Like “natural rights” or “human rights,” Nader’s concept of “body rights” presumed a 

moral or rational consensus among the members of the community in which such rights 

obtained, and like these other formulations, could be diversely interpreted as either more 

expansive than, more narrow than, or congruent with the concept of civil rights to which 

he compared it.153  

 “Body rights” could be understood as consumers’ rights to be protected against 

only the most immediate and egregious causes of bodily injury, such as jerry-rigged cars, 

or their rights to be protected from less-proximate “by-product[s] of industry or 

commerce” such as polluted air and water or—less proximate still—poverty.  Wolfe 

would never take the position, as others in the 70s did, that preventive medicine could not 

exist under capitalism.154 He did not favor, as others in MCHR did, exchanging his 

professional struggle for public health for a class-based, purely political struggle against 
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social and economic inequality.  HRG was by no means a grassroots phenomenon, 

dependent though it would be on individual consumer contributions.  But HRG also 

assimilated from its more immediate and radical forbears the premise that public health 

problems reflected not only such discrete encroachments on “body rights” as 

inadequacies in the healthcare system and industrial hazards but broader political-

economic structures that created these and other problems and prevented their redress. 

Wolfe looked on structural reform as a distant goal and on HRG’s stated objectives as a 

“progressive” approach to pursuing it in the short-term.155  

Nader had articulated a vision for standing organizations of physicians operating 

in the public’s interest in 1968, and ultimately financed the founding of HRG in 1971 as 

part of his new “Public Citizen” (PC) organization.156  The money for PC flowed in 

generous response to Nader’s first direct-mail solicitation, which targeted 200,000 

“supporters of consumer, environmental, and liberal causes.”  Nader modeled the appeal 

on one that had been successful in funding former HEW Secretary John Gardner’s liberal 

good-government group Common Cause.157 “In a 4-page ‘Dear Friend’ letter,” reported 

the New York Times, “Nader, the unpaid president of Public Citizen, Inc., tells each 

recipient that, had a strong citizen movement been started 25 years ago, the nation’s 

hunger and poverty would have been ‘discovered’ long ago, cities would not be ‘choking 

with cars,’ consumers would not be ‘cheated by’ planned obsolescence, and our waters 

‘would still be safe for swimming.’”158 Also under the umbrella of PC (as of 1972) was 

Congress Watch (a congressional watchdog group) and a new Litigation Group, which 

would serve as the legal arm of HRG and other Nader-affiliated groups and unaffiliated 

public-interest groups, as well as pursue its own agenda of legal system reform.159 PC and 
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HRG would continue to be funded in subsequent decades largely through mailed appeals 

to prospective middle- and upper-income donors, and later with proceeds from 

publications and, increasingly over the years, foundation grants.160 As with Nader’s 

campaign for auto safety and many of his subsequent initiatives, a high-profile exposé of 

corporate negligence and apparent government passivity also helped crystallize HRG.   

In 1971 Wolfe received a call from a fellow medical resident who worked for the 

Centers for Disease Control (CDC).161  The caller told Wolfe that contaminated 

intravenous fluid bottles made by Abbott Laboratories were causing a rise in the 

incidence of septicemia in hospital patients nationwide and that the federal response – 

advising hospitals to take precautions during continued use of the containers – was 

inadequate.162 Abbott, which provided 45% of intravenous fluids used in American 

hospitals and attributed 8% of its 1970 sales to these products, had persuaded the FDA 

that recalling the contaminated bottles would result in shortages.  The agency—

overriding the CDC’s recommendation—in turn argued that the fluids could not “be 

withdrawn before replacement [was] in hand.”163  FDA ordered Abbott to suspend 

shipment of contaminated bottles and replace hospitals’ existing stores “as soon as the 

contamination problem is solved.”164 Wolfe queried other drug companies about their 

capacities to supply comparable products and concluded there was no basis for Abbott’s 

claim that removing its products from the market would cause a shortage.165  He and 

Nader asserted as much in a letter to FDA that they also released to the press.  The matter 

received prominent coverage in national newspapers, with Mintz’s detailed reporting 

appearing on front pages of the Washington Post and the Los Angeles Times.166  The 

following day, the FDA recalled the fluids and within ten days the Abbott bottles were 
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pulled from the market.167   

“That first episode with the Abbott I.V. fluids,” Wolfe recalls, “was a good 

glimpse into the fact that if you monitored your data and facts you could get something 

done that would have a huge impact on people's health.  That's very concrete.”168  The 

episode helped Wolfe imagine a more results-oriented mode of advocacy than that toward 

which MCHR was moving, and enabled Nader to appeal to a freshly-sensitized audience 

to launch a project he had long envisioned.169  At the same time, concrete as the issue 

with Abbott had been, Wolfe and his recruits had to determine how it would figure within 

a broader mission for the new Health Research Group (HRG).  

Many of the tens of thousands of pieces of mail that Nader had begun receiving in 

the late 60s had complained of poor-quality, expensive medical care, and HRG was 

intended – at least in part – to address such concerns.170  Researchers at Nader’s Center 

for the Study of Responsive Law (led by Dr. Robert S. McCleery, an FDA official who 

had become disaffected following Goddard’s departure) had skewered self-regulation in 

the medical profession, and HRG suggested it would respond to the kinds of concerns the 

Nader report raised by monitoring and publicly disclosing physicians’ and hospitals’ fees 

and performance records.171 The promise of a consumers’ guide to medical providers, 

which HRG strove to fulfill over subsequent decades, echoed and amplified the more 

tentative challenge to medical authority that both Consumers Union and Consumers 

Research had issued in the interwar period when they began encouraging consumers to, 

in effect, “shop for medical care.”172  In this way HRG’s goals also tracked closely with 

those of the PC Litigation Group (PCLG), which identified among its primary objectives 

making “the professions more competitive and more responsive to consumers.”  By the 
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close of the 70s, the Litigation Group claimed precedent-setting cases in this area, 

including a suit that “applied antitrust law to the activities of lawyers for the first time” 

and another that voided a Virginia statute that forbade pharmacists to advertise 

prescription drug prices, a ruling which led, in turn, to one that lifted “the absolute ban on 

advertising by lawyers.”173  Under some circumstances, HRG and PC did view 

competition as a means for ensuring the quality and affordability of consumer products 

and promoting professional accountability. 

 But the range of projects that HRG took up in its first decade suggests the Group 

did not take competition among doctors and consumer access to information about 

doctors to be ends in and of themselves or believe the public’s health could be secured 

through the self-interested actions of individual consumers in a sufficiently free market 

for health services. For one thing, HRG’s doctor-directories and related efforts took place 

in the context of a national debate over the financing of medical care, which, during the 

early 70s seemed certain to result in some form of national health insurance.174  In 

addition to producing model health-provider directories, HRG generated exposés on 

unnecessary surgery and other waste in provision of health services.  The Group testified 

in Congress and at HEW about the lack of consumer access to and influence in the 

Professional Standards Review Organization (PSRO) program established to monitor 

federally financed healthcare services and started a clearinghouse and newsletter for 

individuals and local consumer groups who were seeking to participate in community-

level health planning initiatives.175  

 But the HRG originally conceived of all of these efforts as preliminary measures 

to be integrated and institutionalized within a national health plan.  In the national health 
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care debate, HRG did not take the position MCHR did, that the U.S. should have a 

National Health Service, but it did advocate, in 1974, a form of federally financed 

national health insurance that was to the left even of the 1970 Kennedy-Griffiths Health 

Security Act, which called for single-payer national health insurance.176  Like many labor 

unions and liberal organizations, HRG considered the 1974 iteration of Kennedy’s 

proposal, which preserved a role for private health insurers, an intolerable compromise 

and favored waiting until the next year when, they anticipated, a post-Watergate 

Congress would pass stronger legislation.177  HRG insisted, specifically, that the national 

plan emphasize preventive care by nurturing pre-paid HMO-like organizations for 

individual-level care and population-level programs such as lead abatement, occupational 

health and safety training and research, and immunization.  HRG also advocated placing 

administration of health planning and services under control of local, largely lay-

controlled bodies and establishing financing mechanisms that were redistributive—rather 

than regressive—in the taxes they levied.178   

The intensely conservative magazine of the Congress of County Medical 

Societies, Private Practice interviewed Wolfe in 1976 and reported the HRG director’s 

seemingly conciliatory protestations that current liberal proposals for health reform 

depended too much on “centralized government.”  But as the journal went on to note, 

from the perspective of those who opposed government intrusion into the private market 

for health care, he was a “wolf in sheep’s clothing.”179  On health care, Nader and Wolfe 

were avowedly in league with Edward Sparer.180  Sparer, a lawyer, had been a driving 

force behind the attempt to make legal services a force for structural reform by 

establishing a constitutional “right to live” with a guaranteed income in the late 60s.  
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Sparer became head of the National Welfare Rights Organization’s (NWRO) legal 

division in the early 70s, and he turned to the problem of health care as NWRO weakened 

and the prospects for welfare reform grew increasingly bleak.181  HRG would continue to 

call for single-payer national health insurance throughout the 70s.  In 1987, when former 

MCHR-head Quentin Young co-founded Physicians for a National Health Program, HRG 

worked closely with that group to draft legislation, highlight inequities and waste in the 

private insurance system and managed care, and document the influence of the health 

industry lobby in Washington.182  

 In 1971, moreover, as Wolfe well knew from his experiences with MCHR, 

consumer empowerment in the realm of health had acquired a radical aspect that had 

more in common with Consumers Union’s short-lived interwar aspirations for 

consumers’ integration into a political movement and a more expansive practice of social 

medicine than with Kennedy-Johnson liberalism, New-Deal liberalism, or Consumers 

Research’s libertarian vision of consumers operating in a medical marketplace divorced 

from the social relations of production and their repercussions for the public’s health.183 

The practice of social medicine could no longer be a quest for universal health care alone.  

The radical health movement both challenged the authority of the medical profession and 

challenged the broader political, economic, and knowledge-producing structures by 

which illness was understood, prevented, detected, and treated.  In several respects 

HRG’s efforts embodied this understanding of consumerism and social medicine, even as 

the Group distinguished itself from the more radical MCHR by eschewing a broad 

political agenda and selecting issues germane to its staff’s own “establishment” 

credentials.  
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Six months after the Abbott affair, a letter from Wolfe and Nader to the New 

England Journal of Medicine announced the formation of “a new health research group,” 

a “Washington-based organization doing consumer-oriented studies in three major areas:  

occupational health and safety; drugs and product safety (FDA); and the health-care 

delivery system.”184 The letter invited “people with expertise in these or other areas…to 

correspond with us so that scientific information might be translated into local and 

federal action on behalf of the public.”  They also announced three-month to year-long 

fellowships for medical students and physicians (which remains HRG’s chief mode of 

staffing today).185  During the early 70s, HRG carried out its most diverse program of 

advocacy, both acquiring greater eminence and acting within a more contracted radius by 

the close of the decade.186  The Group’s early years and aspirations provide a context 

necessary for understanding the pharmaceutical advocacy for which HRG became most 

well known and in which the Group remained most thoroughly involved.  

At a symposium on health research and social policy at the American Association 

for the Advancement of Science (AAAS) in 1975, Wolfe delivered a speech that 

illuminates HRG’s mission and the political-theoretical framework within which the 

Group operated during the 70s.187  Wolfe argued that “examination of medical and public 

health studies leads to the inescapable conclusion that the two major causes of death, 

disease and the lack of good health are a) preventable and related to occupation, 

environmental deterioration, nutrition (deficiency or excess), consumer products, and 

poverty; b) iatrogenic, that is caused by the health care system.”  He argued that “much 

manpower is now devoted to treating preventable diseases or diseases for which no 

treatment should be given,” and that most diseases “require no further ‘treatment’ beyond 
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their political solution.”  The “conquest of preventable disease,” he augured, would allow 

“scarce resources [to] be used to treat the non-preventable diseases such as aging, 

hereditary disorders, infectious diseases and [for] maintaining good public health.”188  

Wolfe’s address both marked the difference between HRG and more radical 

groups – which had disrupted AAAS annual meetings ’69-‘71 in protest – and the 

Group’s kinship with them.189  Wolfe argued generally for more publicly-funded research 

to expose environmental causes of disease and expressed the hope that such research 

could serve as a basis for collective mobilization.  Yet unlike some of the more radical 

groups, Wolfe did not propose a comprehensive “political solution” or advocate 

overturning the institutional bases of medical knowledge, suggesting instead, “in the area 

of heart and cancer research… some reordering of priorities toward more prevention.”  

HRG’s own purpose as a consumer-oriented health research group was to weigh in on 

such re-prioritizing at the federal level and to press for, produce, and convey relevant 

research to workers, who “can use this information to improve working conditions 

through collective bargaining, Federal…intervention, or other means,” and to poor and 

middle-class consumers, who might pioneer “local consumer controlled health agencies” 

and take other, less-clearly-specified “action to gain control of the quality of their 

lives.”190   

The work HRG took up in its first years reflected both the radical overarching 

principle that America’s public health problems were largely socially-determined and 

preventable and a pragmatic calculation about the Group’s own circumscribed role in the 

struggle for reform.  The Group justified its pragmatism with a belief that health 

advocacy could accomplish discrete, “proximate” ends while serving as a wedge of sorts 



 

 

139 

for broad, structural change—even if it was unclear how health-conscious workers, poor 

people, and middle-class consumers might ultimately begin, jointly, to exert political 

force.  Early on, Wolfe summed up the criteria by which HRG selected issues to pursue, 

and forty years later, he would continue to describe the factors for “priority setting” in 

much the same way:   

1) # of people affected; 2) severity of effect/degree of benefit ($ or 
Health); 3) probability of change w/action, research, etc. a) extent to 
which law has been violated b) extent to which opposition power base 
exists [female symbol] + some unions + consumer groups; 5) If a local 
project, ext to which it can catalyze similar projects in other cities 
(Directories, local occ hlth, lead)].191  

 
Wolfe also considered his training in chemistry, toxicology, and internal medicine 

to be at the core of his ability to assess prospective HRG issues, and in many respects the 

existence of “an opposition power base” became less important than this and the other 

factors over time.192  But during the 70s, the Group had some cause to hope that its 

discrete, local projects and high-profile federal-level interventions might spur 

decentralized, national action – particularly in the realms of occupational safety and 

health, health care delivery, and women’s health. HRG, for instance, worked closely with 

Tony Mazzocchi, who, as legislative director for the Oil, Chemical, and Atomic Workers 

(OCAW), had become one of the country’s most forceful occupational safety and health 

activists.193 Mazzocchi became a long-time member of PC’s board, and the Group was 

intensely involved in the Occupational Safety and Health Administration’s (OSHA) 

regulatory process during the 70s—particularly in standard-setting for work involving 

carcinogens.194  In 1977, President Carter appointed an early HRG attorney, Bertram 

Cottine—who had authored a manual for HRG in 1975, “Winning at the Occupational 

Health and Safety Review Commission,” based on practical experiences with Mazzocchi 
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and others at OCAW—as a member of the Commission, an appellate body that reviewed 

contested occupational health disputes.195 

Over time, HRG did proportionally less work on occupational safety and health, 

as the “probability of change with action” and the “extent to which an opposition power 

base exists” diminished.  None of HRG’s petitions regarding OSHA standards were ever 

fulfilled without litigation.  Wolfe describes OSHA, post-Carter, as having been largely 

in a “state of collapse.”  And the steady weakening of unions eroded media coverage of 

the labor movement and made union leadership, which had always hesitated to jeopardize 

wage-and-hour gains with health and safety demands, even more reluctant to apportion 

resources for securing healthier working conditions.196  Still, HRG’s ongoing 

commitment to occupational health and safety, alongside PC’s contributions to improving 

union democracy in the Teamsters, could alter some historians’ perceptions of third-wave 

consumer advocates as fundamentally at odds with labor and committed to “free” 

markets.197  The same is true of consumer groups’ record of refraining from attacking 

protectionist trade policies and agricultural subsidies.198   

HRG appears to have been more committed to particular delineations of “body 

rights” than to an actual labor movement succumbing to the ravages of deindustrialization 

(or to an inner-city “underclass” suffering from linked developments).199 Wolfe speaks 

mournfully about the attrition that was ineluctably weakening unions in the 70s and, at 

the same time, bemoans unions’ failure to prioritize occupational health and echoes the 

sentiment that led Mazzocchi and another PC board member, political scientist Adolph 

Reed, Jr., to co-found the alternative Labor Party in 1996:  “because they felt that the 

labor movement itself… needed a kick in the ass in terms of a whole bunch of things.”200   
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Focusing on “health” and “the environment”—as opposed to the price-wage 

relationship and shoring up a fragile national labor movement in the face of 

globalization—served consumer groups’ own interests by making them less dependent on 

the fortunes of existing labor unions or poor people’s movements (which many from New 

Left backgrounds had come to think did not adequately represent the interests of the rank-

and-file or effectively advocate for the poor).  But the concepts of “health” and “the 

environment” also theoretically provided alternative bases for framing government’s 

obligations to citizens and for collective action that could bind workers and consumers 

across class boundaries rather than drive them apart.   

HRG’s work related to cancer during the 70s—the majority of the Group’s efforts 

during that decade—embodied this vision most clearly. HRG vigorously pursued stricter 

regulation of workplace carcinogens through petitioning and suing OSHA repeatedly and 

through publications intended for worker education.  In the realm of foods, drugs, health 

care, and consumer product safety, cancer was also one of the Group’s chief concerns.201  

HRG’s multi-pronged campaign for stricter regulation of vinyl chloride (a component in 

the production of certain plastics) as a propellant in aerosols and packaging of consumer 

products, a substance handled by workers in the plastics industry, and a pollutant emitted 

into the air by factories exemplified the Group’s understanding of cancer.  HRG saw 

cancer as a largely environmentally-induced chronic illness, the high incidence of which 

warranted bold government action in multiple areas both within and outside of health 

care delivery and could, conceivably, galvanize activism among poor, working-class, and 

middle-class consumers alike.202  In its cancer-related efforts, HRG attempted to re-frame 

the disease itself in a way that had implications for all forms of government intervention 
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in citizen affairs—not only those previously understood as expressly dedicated to 

protecting and promoting health.  

The opinions that HRG expressed during the 70s about the causes of cancer 

constituted statements about government’s proper role in promoting health.  To say, as 

they did, that “solutions” to population-level health problems were “political” rather than 

“medical” was to demand the redrawing of the boundary between public and private, 

“social” and “economic” activity—a demand HRG made more explicitly regarding 

cancer in the 70s than it did in reference to any other disease in any decade.  In doing so, 

they joined others in a debate over the federal approach to combating cancer that 

unfolded during the decade following the 1971 Cancer Act, which reinvigorated the 

federally-funded “War on Cancer.”203  Alongside figures like environmentalist Samuel 

Epstein, HRG’s members became high-profile commentators on cancer, carrying out 

debates in public and scientific forums, influencing investigative reporting on the subject, 

and weighing in on cancer research priorities before federal bodies.204 In 1975, HRG 

joined with a group of major public interest, labor, environmental and consumer 

organizations under the auspices of the Commission for the Advancement of Public 

Interest Organizations (CAPIO) to exert influence over the federal cancer program and 

promote an understanding of cancer as potentially preventable.205   

HRG and CAPIO generally contended that the FDA, Environmental Protection 

Agency (EPA), and OSHA were “performing poorly” in their responsibility to “prevent 

cancer by identifying carcinogenic chemicals and limiting human exposure to them.”  

The argued that the federal cancer program was skewed toward funding research into 

treatment of cancer rather than prevention.206  CAPIO suggested nominees for the 
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National Cancer Advisory Board (NCAB) who were “experts in environmental 

carcinogenesis and epidemiology” and more representative of consumers’ and workers’ 

interests.   It also envisioned a longer-range strategy for “publicizing the cancer issue and 

politicizing it” that included legislative initiatives and “field hearings” to be held 

nationwide with community groups and unions to generate pressure on congressmen.207  

Although many of HRG’s efforts during the 70s related to cancer, and the renewal of the 

federal “War on Cancer” occasioned the Group’s articulating a broad-reaching alternative 

vision for the national approach to combating the disease, cancer was only one of several 

diseases endemic in the U.S. that HRG tended to view as “preventable” and amenable to 

as-yet-unrealized “political” solutions.   

This attunement to “preventable diseases” with “political” solutions likewise 

guided those efforts of HRG’s that focused on the FDA as the facilitator and object of 

public-health oriented reform—which made up a large proportion of the Group’s work in 

the 70s and an even greater proportion thereafter. Wolfe did question the trustworthiness 

of the medical profession to advocate for the interests of patients and potential-patients in 

both clinical care and the realm of health policy, and believed informed workers, 

consumers, and patients could make healthier individual-level decisions about their 

lifestyles, medical care, and medication, but he also identified a collective political 

interest in the government’s doing “institutionally what they recommend for everyone on 

an individual basis:  PAY ATTENTION TO EARLY WARNING SIGNALS...” and 

intervening accordingly.208 Drawing on the radical political-economic critique of 

American health policy of the late 60s, socio-epidemiologic critiques of the 50s, and 

acutely attuned to the pivotal function that drugs had acquired in the very processes by 
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which diseases were studied, defined, identified, and ameliorated, HRG made the FDA 

the site of struggle, not only over safety and efficacy of specific drugs and the 

trustworthiness of the designated arbiters of “the role of pharmaceuticals in American 

life,” but over the role itself – over the proper function of drugs in combating diseases 

that HRG believed warranted broader “politicization.” 
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Nader’s admiration for his former law professor at Harvard, Roscoe Pound, manifest in a piece he 
co-wrote in Reader’s Digest in February of 1961, could likewise be viewed as evidence of what Canedo 
identifies as “a social outlook that reinforced rather than challenged the existing distribution of economic 
and social power” and “a strenuous devotion to individualism” that cut “against the radical left strains in 
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jurisprudence” that would be responsive to social change and the complex needs of industrialized society, 
in place of rigid, unresponsive “mechanical jurisprudence.”  [Horwitz, The Transformation of American 
Law, 1870-1960, 217.]  He was an early champion of administrative law.  He thought administrative law 
had the advantages of “directness, expedition, conformity to the popular will for the time being, freedom 
from the technical rules of evidence and power to act upon the everyday instincts of ordinary men.”  But, as 
Horwitz observes, Pound “was careful to warn that although useful to revitalize a rigid, ‘law-ridden’ 
system, ‘justice without law can be no more than a temporary expedient’ in the modern state.”  [Horwitz, 
The Transformation of American Law, 1870-1960, 218.]  And, in Horwitz’s analysis, with the arrival of 
WWII Pound underwent a drastic reversal, succumbing to “the American fixation with sharply separating 
law from politics” and private realms from public in legal and political thought. [Horwitz, The 
Transformation of American Law, 1870-1960, 272; Morton J. Horwitz, “The History of the Public/Private 
Distinction,” University of Pennsylvania Law Review 130, no. 6 (June 1982): 1423-1428.] “Pound, who had 
singlehandedly proclaimed ‘social engineering’ and ‘sociological jurisprudence’ as the twin goals of 
Progressive reform,” writes Horwitz, “was devoting himself to denouncing the dangers flowing from 
‘administrative absolutism.’” [Horwitz, The Transformation of American Law, 1870-1960, 219.] 

Members of the Legal Realist movement of the 1920s and 1930s, in which Pound was a leading 
thinker, had “devoted themselves to attacking the premises behind the public/private distinction,” 
“ridiculed the invisible-hand premise behind any assumption that private law could be neutral and 
apolitical,” and “emphasized the role of the state in creating institutions that would promote a public 
interest,” Horwitz observes.  But “[i]n reaction to the spread of totalitarianism, progressivism after World 
War II capitulated to the argument that any substantive conception of the public interest was simply the 
first step on the road to totalitarianism.” [Horwitz, “The History of the Public/Private Distinction,” 1426-
27]  It was as part of this “reaction,” Horwitz argues, that “Pound increasingly put his political faith in a 
traditional court-centered rule of law ideal,” substituting for “an earlier complex understanding of the limits 
of formalism…simplistic pieties about the rule of law.” [Horwitz, The Transformation of American Law, 
1870-1960, 220.] 

Nader, who asked if he could write Pound’s biography during law school (Pound declined), read 
the professor’s work extensively, seeing in it a conception of law as “responsive” to which he resonated:  
“He was not a technician,” Nader said of Pound.  “He brought in all kinds of data from all the social 
sciences.  The law writ large, that was the province of Roscoe Pound, and it was not in favor at Harvard 
when I was there.  The law writ small was in favor—very technical, deep analyses of securities regulation 
X-10-B5 from the [Securities and Exchange Commission] and so forth.”  [Martin, Nader:  Crusader, 
Spoiler, Icon, 28.]  In their 1961 Reader’s Digest piece, Nader and Train, Jr. praise Pound for fighting 
“abuses in the law wherever he found them,” citing his instrumental role in securing passage of the 1946 
Administrative Procedure Act as “one of his great triumphs… a head-on clash with the big federal 
administrative agencies, so-called fourth branch of government… [which] had frequently shaken off the 
restraining hand of the courts.” [Train, Jr. and Nader, “Grand Old Man of the Law,” 166.] Horwitz, though, 
and others subsequently, argue that the “terms of the truce” that the Administrative Procedure Act 
represented between supporters and critics of administrative regulation were “extremely favorable to the 
critics of administrative regulation,” and were—like the Taft-Hartley Act of 1947—indicative of a “wave 
of renewed political opposition to the New Deal regulatory-welfare state.” [Horwitz, The Transformation of 
American Law, 1870-1960, 231, 235; Canedo, “The Rise of the Deregulation Movement,” 37-39; Brazier, 
James. “An Anti-New Dealer Legacy: The Administrative Procedure Act,” Journal of Policy History 8(2) 
1996]   

Nader’s admiration for Pound might, thus, like his opposition to public housing in Winsted, be 
taken as early signals of the affinity he would exhibit in the late 70s for deregulation—or what Horwitz 
referred to in 1982 as a “recent revival of natural-rights individualism in legal and political theory [that is 



 

 

156 

                                                                                                                                            
symptomatic] of the collapse of a belief in the distinctively public realm standing above private self-
interest.” [Horwitz, “The History of the Public/Private Distinction,” 1427; Canedo, “The Rise of the 
Deregulation Movement,” 156.]  But Horwitz also observes that whereas in 1946 “liberals and 
conservatives could be charted in terms of their attitudes toward administrative bodies,” with liberals 
trusting in those bodies’ decisions and expertise, McCarthyism had eroded liberals’ respect for 
administrative law, and “during the 1960s and 1970s, criticism of administrative expertise continued to 
shift leftward on the political spectrum, fueled by political and scholarly claims that, during the Eisenhower 
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CHAPTER THREE 
______________________ 

 
Ideology and Epidemiology:  Gauging HRG’s Advocacy around Pharmaceuticals 

 
 
 
 When the Health Research Group (HRG) formed in 1971, it had only three full-

time members:  Anita Johnson, an attorney who had worked on the Nader “raid” of the 

FDA, Andrea Hricko, a former FDA employee with a masters in public health, and 

Sidney Wolfe.1  By 1974, the Group had a full-time staff of six, and ten medical and 

other graduate students joined temporarily in the summer.2  This basic framework for 

HRG’s staffing remained the same for forty years, with a handful medical students 

supplementing—for a semester, a summer, or a year—a very small number of permanent 

employees that seldom exceeded ten.   

 Along with those of with Public Citizen’s (PC) other original component 

divisions—Congress Watch and the Litigation Group—HRG’s young, revolving staff 

occupied a small number of offices at 2000 P Street in Northwest Washington, DC.  PC’s 

offices remained here until 1994.3  At this “headquarters”—as a medical news magazine 

described in 1974, alongside a picture of Wolfe and nine others ladling soup from a 

central tureen—“the atmosphere [was] informal and the output prodigious.”4  Another 

reporter described the office as “cramped and rundown,” and many visitors from the 

press noted the sign that hung on the entrance, which read:  “Populus iamdudum 

defutatus est.”5  (Wolfe borrowed this motto from Herbert Denenberg, the consumer 

activist insurance commissioner of Pennsylvania who coined the phrase and translated it 

as “the people have been getting screwed long enough.”)6  As one magazine writer 

posited in 1978, the Latin phrase reflected “both the attitude of [HRG] and the man or 



 

 

166 

heads it—tough and self-righteous, but not wholly without a sense of humor.”7  Wolfe, 

the profile went on to describe, was “highly professional, intense to the point of 

occasional rudeness, and unyieldingly dedicated to his causes.”8    

In Wolfe’s view—which drove HRG’s agenda—professional medicine and 

government agencies that had obligations to protect and promote public health (and not 

simply heedless individual consumers) neglected disease prevention, and the profit-

motivated health sector generated an overabundance of inadequately-tested, sometimes 

unsafe products to address the acute consequences of that neglect.  Moreover, in some 

cases, the health sector helped generate new categories of illness amenable to 

pharmacotherapy, either by sliding back temporally the boundary between neglected 

prevention and its pharmaceutically-treatable acute consequences or by otherwise 

pathologizing phenomena that were either healthy or essentially social in nature.9  

Because risk-factor epidemiology, drug innovation, and clinical practice had increasingly 

converged since the postwar period, HRG saw the boundaries between clinical 

experimentation, drug marketing, and clinical use as becoming perilously indistinct, and 

advocated sharpening their contours by making it more difficult for drug sponsors to 

prove products’ safety and efficacy.   

Furthermore, particularly in lieu of several changes to the drug-approval process 

that HRG would seek over the course of the 70s, the Group maintained that the 

government needed to consider and invite inclusive debate about the repercussions of 

approval.  HRG wanted more adequate mechanisms for obtaining informed consent, not 

only at the individual level between prescribing doctor and patient, but, to the extent that 

was possible, at a collective level (i.e., by engaging lay consumers directly in 
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administrative decisionmaking and congressional oversight of drug regulation).  Insofar 

as the marketing of drugs was akin to research, members of the community of consumers 

who might either participate in or benefit from that research should have a say in whether 

it would go forward, and how.   

Following the Abbott incident, Wolfe and HRG staff quickly connected with the 

network of critics of food and drug regulation within the FDA, Congress, and the press 

that had arisen in the 60s and immediately entered into the contentious politics of both 

the FDA drug-approval process and regulation of human subjects research.10  But HRG 

was neither purely a sounding board for FDA dissidents nor a simple tool of Democratic 

congressmen who were eager to champion popular consumer issues or wrest power from 

the Republican executive branch.  In focusing on the FDA, HRG acted on a conviction 

like that CU had quietly developed in the 50s:  that the agency’s responsibility was not 

only to protect the public from adulterated or addictive substances, but—with an eye to 

public need—to weigh in on the design, conduct, interpretation, and application of 

clinical drug research.  It was HRG’s explicit expression of this expectation, as well as its 

insistence that the expectation could not be fulfilled without consumer participation in the 

regulatory process, that set the Group apart from reformers of drug regulation of the prior 

two decades.   

The few historians who characterize late 20th-century consumer advocacy around 

pharmaceuticals tend to describe it as ideological in nature, driven by a middle-class 

“pharmacologic Calvinism” that extrapolated the idea that drug-use—in Jeremy Greene’s 

paraphrasing—“reflects a corrosive moral laxity, a short-circuiting between effort and 

result” from narcotics and other habit-forming substances to all drugs.11  Such analyses 



 

 

168 

dovetail with those of political historians who argue that late 20th-century consumer 

advocates’ emphasis of drugs’ safety rather than drug prices, or “health and safety” (i.e. 

“social”) regulation over “economic,” betrayed a middle-class bent.  But what HRG 

demanded of FDA was not only a more stringent calculus of risk versus benefit, but a 

more socially- and clinically-engaged one that incorporated consumer input into, and 

disentangled corporate interests from, the process of defining the “public interest” in 

pharmaceuticals.   

HRG did not seek restrictions on drugs in every instance.  When they did, beyond 

targeting excess adverse drug reactions, the Group aimed at a collective-level type of 

depravity (the proffering of drugs to illusorily or superficially ease/contain illnesses 

linked to deeper social problems and inequities) as much as any individual-level one (the 

corrupting use of drugs to feel good or get ahead).12  When HRG did not seek restrictions, 

and understood the drugs at issue to be “essential,” they advocated that government 

facilitate public access to these medicines.13 The conflicts about pharmaceutical 

regulation within which HRG’s strong opinions often figured may have had significant 

demographic, economic, moral, and ideological dimensions, but were seldom as simple 

as middle-class vs. working-class or “drugs are good” vs. “drugs are bad.”  The questions 

of what, if anything, comprised the “public’s interest” in pharmaceuticals, who should 

define it, and how, were inherently enmeshed with social and political values and beliefs 

and inevitably produced conflict—but not always consistently along fault-lines of class, 

race, or gender. Incorporating consumer input into federal regulation of pharmaceuticals 

was a complex mandate, and HRG’s own attempts to integrate lay and professional 
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perspectives on particular drug issues often brought them into conflict with concerned 

parties, both patient and “expert.”   

The immediate factors that gave rise to HRG’s particular form of advocacy 

around pharmaceuticals, the complex political implications of that advocacy, and its 

relationship to prior iterations of pharmaceutical critique all become most visible when 

the Group’s development is situated not only within the history of American clinical 

pharmacology and pharmaceutical regulation, but also in relation to that of the women’s 

health movement and the consumer/survivor/ex-patient movement in mental health.  The 

pharmaceutical-centered actions of these two social formations in the late 60s and 70s 

constituted seminal instances of mobilization of patient populations around “wonder 

drugs” that had entered the market in the postwar period.14   

Both of these movements, though each was internally quite variegated, issued 

pathbreaking challenges in the 60s and 70s to the medical profession itself and to the 

systems of administrative law that delegated much legal authority over the lives of lay-

patients to physician- and pharmacologist-professionals.   For both women and 

consumer/survivors, pharmaceuticals were a key point of contention.15 HRG, founded 

concomitantly with the institutional bases of these movements, articulated concerns that 

overlapped with issues that activists within them raised—in the women’s health 

movement, in particular.  The positions the Group occupied in debates over drugs, 

however, were not always identical to those taken by many within these other social 

formations. This was, in part, because the population of “consumers” of which HRG was 

a self-appointed representative differed not only from the aggregation of marginalized 

groups that MCHR sought to gather in with its ill-fated consumer drive, but from each 
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sub-group therein – the poor, laborers, women, minorities, and the disabled.  But, again, 

the distinction between HRG’s program and that of its radical predecessors and 

contemporaries is not so clear as that between advocating for middle-class or working-

class consumers, or between representing majority or minority groups.   

HRG’s relationships with these sub-groups of consumers were complex and 

shifting—as were the sub-groups themselves—reflecting the Group’s principles as well 

as its pragmatism.  Just as HRG’s principled stand on certain irreducible conceptions of 

“body rights” and pragmatic instinct for institutional self-preservation both conditioned 

the Group’s warm but qualified relationship with unions, so did discrete, strategic 

considerations about HRG’s own agenda and deeply-held convictions about priorities in 

public health both shape the Group’s relations with disease-, gender-, or other identity-

based formations.  The scrutiny to which new social formations subjected specific 

pharmaceuticals in the 70s was novel in the extent to which it was self-consciously 

political, conducted in the light of larger social issues. This did not mean, however, that 

newly-involved parties conceptualized health, illness, or the “public’s interest” in 

pharmaceuticals uniformly.  The tensions between HRG’s “radical” and “professional” 

roots (and amongst diverse and sometimes conflicting “radical” imperatives) continued to 

be present deep within the content of the Group’s work on drug regulation.  As this 

physician-led organization took positions on the safety and efficacy of specific drugs and 

the adequacy of regulatory mechanisms, demanding that FDA take a leading role in 

articulating a “public interest” in drugs, the Group was also participating in debates—

frequently quite partisan—over where and by whom distinctions should be made between 

“social” and “medical” problems. 
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HRG, the Women’s Health Movement, and the Consumer/Survivor Movement in 
Mental Health: Pharmaceuticals and the Medicalization of Natural or Social 
Phenomena 

 
Many of the key theoretical and tactical elements of HRG’s program of 

pharmaceutical advocacy developed—alongside and in tandem with the women’s health 

movement—out of the controversy surrounding the use of hormones to regulate fertility 

and affect pregnancy.  The link between the consumer and women’s health movements—

forged largely in the years during which Wolfe transitioned out of MCHR and into 

HRG—undermines claims that third-wave consumerism was preeminently a product of 

internal dynamics within the federal bureaucracy and liberal politicians in Congress.16   

The Ehrenreichs characterized the women’s movement, alongside groups like MCHR, as 

a “last legitimate refuge from the [class- and racially-based] guilt that was engulfing the 

New Left” in 1969. 17 As radical groups struggled to survive in the early 70s, “women’s 

rights” and “body rights” alike seemed to offer malleable—and potentially overlapping—

bases for activism. Women active within the civil rights and antiwar movements, attuned 

to issues of social injustice and inequality, had become increasingly conscious of how the 

unique challenges women faced in American society affected their health adversely, and 

began to adapt techniques of organization and activism from those movements to seek 

redress for their grievances in the late 60s and early 70s.18   

As women began to form self-help groups, women-run clinics, and education and 

advocacy organizations, abortion and reproductive choice were central concerns, as were 

the safety of new pharmaceutical treatments aimed at affecting pregnancy, fertility, and 

menopause.  After the legalization of abortion in 1973, and as the movement matured, 
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while many women’s groups continued to focus on retaining and expanding fragile gains 

in the realm of abortion rights, others broadened their focus from reproductive health to 

encompass a range of women’s health issues, including mental illness, eating disorders, 

and chronic diseases such as heart disease, cancer, diabetes, and osteoporosis.19  From the 

start, however, the feminist critique of U.S. healthcare and health policy gathered in 

much more than the medical care that women, alone, received, and had implications for 

reform that ranged widely in nature and scope.  Women’s health advocates raised 

questions about the “medicalization” of events and experiences that they perceived as 

either natural or socially-determined, about the emphasis of professionally-administered 

treatment over lay-controlled prevention, and about the character and content of medical 

treatment itself.  These questions had bearing on the health of all Americans, and often a 

compounded sort of importance, not just for women, but for members of poor and 

minority populations who faced increased risk for many diseases, had more limited 

access to care, and wielded less influence over their own diagnosis and treatment.20   

Thus the kinds of reform that feminist health critique suggested not only varied in 

terms of the extent of change women sought, but the nature of that change—the axis 

along which change should occur. Liberal women’s health advocates generally sought to 

promote women and women’s interests within existing healthcare institutions, while 

radical advocates sought a more total renovation of healthcare delivery—with masses of 

lay-women as the primary agents of change—through a fundamental reordering of gender 

relations in the society within which health services functioned.21 Women’s health 

activism, moreover, was potentially “radical” in multiple aspects:  1) its empowerment of 

lay women in place of male professionals (for instance, the development of the “Jane” 
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collective that illegally provided lay-performed abortions before Roe v. Wade, or the 

Boston Women’s Health Book Collective that became an alternative information 

clearinghouse of sorts, consolidating and generating knowledge about women’s health 

issues); 2) the cooperative values embodied by the non-hierarchical organizational 

structures some of the movement’s grassroots self-help formations adopted; 3) the direct 

challenge advocates issued to some biomedical conceptualizations of health and disease  

(for instance, interrogating the manner in which medicine identified as pathological 

phases in the life-course trajectory of female fertility); or 4) the kind of intervention in 

the process of disease causation for which women advocated (for instance, seeking 

changes not only in healthcare delivery, treatment, and diagnosis, but policy solutions—

applicable to men as well as women—for poverty, racial and gender-based inequality, 

environmental pollution, and unhealthy working conditions).   

As Elizabeth Fee explains in distinguishing between strains of radicalism within 

the women’s health movement, while feminist radicals believed “that the central 

oppressive agent of society was the patriarchal family and the set of psychic and cultural 

structures it created,” Marxist-feminists believed that “although feminism could heighten 

the contradictions inherent in capitalist society, liberation [could not] be attained within 

the framework of this system.”22  The women’s health movement thus encompassed not 

only local and national approaches to activism—as embodied, respectively, by scores of 

decentralized self-help groups and a limited number of nationally-coordinated political 

action organizations—and liberal and radical theories of reform, but different forms of 

women’s health radicalism that were not inherently compatible.  Radical feminists 

sometimes took issue with Marxist-feminists who “subordinated their own interests as 
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women to male-defined politics.”  While Marxist-feminists saw even the most radical 

innovations of the women’s health movement—namely, self-help groups and women-run 

clinics—as doomed to suffer “problems inherent in any attempt to organize real 

alternatives while the old order remains intact, powerful, and in command of wealth, 

resources, and political and legal mechanisms of society” and unable to address either 

men’s health problems or more basic, structural causes of ill health.23   

The Pill and the synthetic hormone DES catalyzed both the women’s rights and 

consumer movements, binding them together to some extent, and rendering the FDA 

more sensitive to their influence.24  Multiple pivotal developments in the women’s health 

movement influenced HRG’s future advocacy around pharmaceuticals, including:  the 

muckraking exposé that journalist Barbara Seaman published on the Pill in 1969; the 

high-profile hearings Nelson held on the drugs’ adverse effects in response in 1970; the 

immediate achievement of a “patient package insert” for oral contraceptives; the lawsuit 

consumer advocates brought on behalf of women seeking more information on the drugs 

from FDA; the establishment of local and national-level organizations to provide 

information about DES and women’s health issues and advocate for consumer-protective 

regulation; and the development of some of the first “toxic tort” cases on behalf of 

women injured by DES.25   

HRG emerged, in effect, as a part of the women’s health movement, and its 

negotiation of those theoretical and strategic tensions that divided the women’s health 

movement internally continued, even when the Group attended to drugs that were 

prescribed to men and women alike. When HRG adapted techniques of advocacy from 

hormones to other pharmaceuticals, setting its sights on specific drugs and the private- 
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and public-sector processes that generated and disseminated them, the Group was—as 

women’s groups were with respect to drugs that affected fertility, pregnancy, and 

menopause—attempting to participate in the social and scientific construction of disease.  

 A broad-based, grassroots movement would never drive HRG’s actions, just as 

the national-level bodies of the women’s health movement did not simply articulate the 

aggregate demands of participants in local self-help groups.  During the 70s, apart from 

certain organizations within Nader’s network and the labor movement, HRG enjoyed 

probably its closest institutional kinship with the National Women’s Health Network 

(NWHN)—a national political action organization, women’s health clearinghouse, and 

the only consumerist group that rivaled HRG during this decade with the extent of its 

participation in FDA proceedings that concerned drugs.26  In 1975, the year NWHN 

formed, HRG began the foray into community-level health planning that would constitute 

one of the most grassroots-like efforts that the Group ever initiated—an attempt to 

engage lay-consumers in the local planning agencies that HRG and a number of other 

labor, consumer, and community-based organizations hoped would become a 

community-controlled framework for nationally-financed health services.  HRG saw 

women’s health groups as crucial local venues for the mobilization of lay health activists 

and urged its supporters to join a local hospital board, health planning agency, health 

maintenance organization, or contact the NWHN to become involved with a local node of 

the women’s health movement.27  It was the two pharmaceutical products, however—the 

Pill and DES—that were the key agents in solidifying both HRG’s and NWHN’s agendas 

and forging the link between them.28  
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Oral contraceptives, with their profound social implications and chronic use by 

8.5 million patients a decade after their 1960 approval, had precipitated the FDA’s 

convening its first of many permanent advisory committees in 1965, after questions arose 

about associations between the drug and blood clotting and several forms of cancer.29 The 

agency had also begun to develop its public relations capabilities to manage the 

unprecedented lay-consumer interest in the risks of the Pill in the mid-60s.  It was The 

Doctor’s Case Against the Pill—a book by journalist Barbara Seaman that highlighted 

the potential adverse effects of oral contraceptives—however, that prompted Gaylord 

Nelson to hold hearings on the safety of the Pill in 1970 that radically altered the 

agency’s dealings with patient-consumers and laid foundations for the efforts of women’s 

groups and HRG.30  In 1969, Nelson—who had begun to hold his hearings on the 

economic and health implications of drug industry practices for consumers in 1967, after 

the passage of Medicaid and Medicare vastly expanded government purchasing of 

pharmaceuticals—read the book, and he and Ben Gordon interviewed Seaman 

extensively. They decided to hold hearings on The Pill in January of 1970, which 

received blanket coverage in newspapers and on television newscasts, became the site of 

spontaneous demonstrations by women’s rights groups, and had a massive impact on the 

sale and use of oral contraceptives.31   

Nelson and women’s groups demanded that every woman prescribed oral 

contraceptives have access to all information about the Pill that was available so she 

could make her own informed decision about whether to medicate. The following month 

the FDA commissioner announced the first “patient package insert,” which would relay 

the health risks associated with the Pill to the patient in lay language, and soon after the 
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agency established an Office of Consumer Affairs.32  Women’s groups and HRG, soon 

after, became permanent extra-agency monitors of the risks and benefits of oral 

contraceptives and advocates of federal and corporate transparency in matters related to 

these drugs.  In the same year, lawyer and author of the “raider” exposé on the FDA, 

James Turner, brought a suit against HEW on behalf of Carolyn Morgan, a woman who 

had requested detailed information about birth control pills—including how much 

estrogen was in different brands—and been denied it by the FDA.33  This seminal case 

would be followed by decades of legislative, administrative, and legal efforts—many 

spearheaded by HRG and Public Citizen—to expand citizen access to government 

records and citizen participation in administrative proceedings.34      

At the same time, DES was likewise becoming a significant factor in the 

development of the women’s health and consumer movements.35   The hormone had been 

prescribed some 3 million times from the late 40s through 1971, first to pregnant women 

to prevent abortion and premature birth, and then, beginning in the late 60s, as a poscoital 

contraceptive.  But some women who used the drug for the latter purpose had begun to 

complain of side effects and pregnancies, and, in 1971, a Harvard researcher traced a 

connection between the use of DES by pregnant women and vaginal cancers in those 

women’s daughters.36  A University of Michigan graduate student named Belita Cowan 

began following these events in 1969 and formed a group with fellow patients of the 

University’s health services to educate women about adverse effects from DES and 

advocate against its use as a postcoital contraceptive at the university hospital.37  Cowan 

then contacted Nader and women’s rights groups, who coordinated a national press 

conference on the issue in 1972.  HRG produced a report on the use of DES as a 
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morning-after pill the same month, and thereafter became a regular presence in debates 

over the safety and efficacy of synthetic and conjugated estrogens for controlling fertility 

and treating symptoms of menopause and post-menopausal changes.38   

Seaman and Cowan would become founders of the NWHN in 1975, intending the 

group to serve as a watchdog organization that, like HRG, would monitor and lobby 

federal agencies and Congress and also serve as a clearinghouse for information on 

women’s health issues.39 HRG attorney Anita Johnson, active in the Group’s dealings 

with FDA during the early- to mid-70s, was also active within NWHN, and the two 

groups would, in many instances, continue to stand together in voicing concerns about 

drug products and their regulation.40  Two major such areas of overlap in their advocacy 

were opposition to the injectable hormonal contraceptive Depo-Provera and scrutiny of 

hormone replacement therapy (HRT) for menopause. While NWHN took positions on 

these drugs aligned with HRG’s, they diverged from other women’s groups in doing so.  

This dynamic highlights how deeply socially and politically embedded debate over 

specific prescription drugs and their indications had become since WWII and illuminates 

the specific kind of political-epidemiologic framework within which HRG viewed not 

only women’s drugs, but the other pharmaceuticals that became their concern.  

HRG was an early and vocal opponent of Depo-Provera.  When an FDA advisory 

committee recommended in 1973 that the agency approve the drug for use among only 

those patients unable to use any other contraceptive method, despite concerns some 

researchers had raised regarding the effects of the drug on future fertility and the 

possibility that the drug was carcinogenic, HRG joined Sen. Edward Kennedy, and later 

Rep. L.H. Fountain in objecting strongly and publicly.41  HRG sought access to the 
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unredacted minutes of the advisory committee meeting and participated actively in 

subsequent debates over the drug in Congress and at the FDA.  The Group produced its 

own re-analysis of epidemiologic carcinogenicity study data in 1976 after the advisory 

committee once again recommended limited approval, and celebrated the agency’s 

decision in 1978 to deny approval of Depo-Provera for contraceptive use.42  As the 

manufacturer, Upjohn, appealed the decision in 1978, NWHN began to weigh in against 

approval of the drug, and started a registry to determine how widely the drug was being 

prescribed off-label as a contraceptive in the U.S.43  After FDA appointed a three-person 

board of inquiry to review the matter of approval in response to Upjohn’s request, 

NWHN testified before it and also brought a class-action suit against the company on 

behalf of women injured by the drug.  HRG also submitted extensive solicited comments 

to the board, which ultimately concluded Depo-Provera should not be approved.44  

The debate over Depo-Provera in which HRG and NWHN participated in the 70s 

took place in the context of broader national struggles with government’s role in: 1) 

regulating biomedical research and medical practice; and 2) financing family planning 

programs and abortion services.45  Sen. Kennedy first dealt with DES as a postcoital 

contraceptive and Depo-Provera in 1973 in the context of landmark hearings that 

consolidated several lawmakers’ previous efforts to expand government authority over 

clinical research and practice.  The hearings responded most immediately to the 

disclosure of the Tuskegee syphilis study and other revelations of moral corruption in 

research and medicine, including evidence that federally-funded sterilization programs 

were sometimes coercive and disproportionately targeted poor and minority women.46  

HRG testified in these hearings, first on the risks DES presented, and then on the 
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coercive conditions under which experimental abortion procedures were sometimes 

conducted. Wolfe argued that women who lacked access to medical services and 

submitted to experimental abortions also did so under coercive circumstances (thus 

implying that proven abortion methods should be more readily accessible) and that 

medical devices (like those used to perform experimental abortions) should be subject to 

regulation on par with that governing pharmaceuticals.47 In October following its 

testimony on these issues, the Group not only blasted the proposed limited approval of 

Depo-Provera, but joined in the debate over surgical sterilization, releasing a report 

alleging that physicians performed the procedure too frequently, and disproportionately 

on poor patients.48  

NWHN, too, would become active on the issue of sterilization abuse.  One of its 

charter members, Helen Rodriguez-Trias—a Puerto Rican physician who headed Lincoln 

Hospital’s pediatrics unit when the Lincoln Collective ousted its existing head in 1970—

spearheaded the effort from New York City, where she helped found the Committee to 

End Sterilization Abuse (CESA) in 1973 and the Committee for Abortion Rights and 

against Sterilization Abuse (CARASA).49  These groups pressed for stronger protections 

against coercive sterilization in New York and—with NWHN, HRG, and other groups—

nationally, securing federal regulations in 1974 and a strengthened iteration in 1979.50  In 

broadening the scope of “reproductive rights” to encompass not only a right to abortion 

but a right to retain fertility, radical feminists were challenging not only male control 

over women’s bodies, but a population-control emphasis in birth control policy that 

conservatives and even some liberal feminists accepted, and that radical feminists 

charged reproduced power disparities between women and men, poor and rich.51 As 
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historian of the women’s health movement Sandra Morgen writes, “CESA’s strong 

insistence on defining reproductive rights broadly was an important early influence on the 

growing awareness of how racism and class shaped differences in women’s health needs 

and issues.”52   

NWHN and HRG both opposed Depo-Provera on the grounds that it had not been 

adequately proven safe for the women who would use it, and that the limited use for 

which advisory committees recommended FDA approval would lead inevitably to 

coercive dynamics in the drug’s use—that, like surgical sterilization, Depo-Provera 

tended to undermine women’s rights to reproductive self-determination. In doing so, 

these groups took a more radical position than that assumed by liberal groups such as 

Planned Parenthood, who prioritized population control.53  As Rodriguez-Trias put it, 

feminists needed to take stock of who sterilization “was happening to and why, and to 

examine what this meant in terms of maintaining society as it is.”54  Government-

subsidized dissemination of Depo-Provera and surgical sterilization, without equally 

well-subsidized abortion access, feminists alleged, contributed to coercive, classist 

population control—as did poverty itself.55   

The latter allegation remained at the center of debate over Depo-Provera after the 

FDA declined to approve the drug in 1978 and Upjohn marketed the drug in numerous 

other countries, many in the developing world where mortality from childbirth was 

extremely high, often with significant financing by the United Nations Fund for 

Population Activities and International Planned Parenthood Federation (IPPF).56  HRG’s 

relatively limited collaborative contact with the pharmaceutical-focused international 

consumer organizations that began to form in the late 70s and early 80s took place—
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again, in alliance with NWHN—primarily in the context of debate over U.S. policy 

regarding the export of drugs such as Depo-Provera not approved by the FDA.57 

In the next chapter I begin to explore the nature and limits of HRG’s participation 

in debate over drug regulation in the international arena—a key topic for analysis of the 

substance, development, and significance of late 20th-century pharmaceutical advocacy.  

But for the moment, my objective is simply to place HRG’s position on Depo-Provera 

within the context of political debate in the 70s over reproductive rights and population 

control.  In this debate, HRG and like-minded women’s groups distinguished—as 

historian Linda Gordon does—between “birth control” and “population control” as 

reform objectives.58  HRG and NWHN argued against a double-standard in drug-safety 

considerations for middle-class versus poor women domestically and for industrialized 

versus developing nations, maintaining that governments should attempt to address more 

vigorously the structural impediments to safe childbirth and healthy childhood in both the 

U.S. and internationally instead of allowing contraceptive products of uncertain safety to 

disseminate. HRG’s position on Depo-Provera arguably reflected a radical feminist, and 

even Marxist-feminist, perspective on contraceptive technology that Gordon argues the 

growth of population-control programs in the postwar period tended to eclipse.   

The conflict over Depo-Provera, however, also highlights the complexity 

involved in formulating a “feminist” perspective on socially-charged pharmaceuticals. 

The limited approval that FDA originally contemplated for the drug ensured the decision 

would not be of direct consequence to liberal, middle-class participants in the women’s 

health movement to whom doctors would prescribe other contraceptive methods.   

Supporters of population control tended to embrace Depo-Provera, but there was room 



 

 

183 

for disagreement over the drug even among more radical feminists, as the question arose:  

in lieu of the radical social and economic changes that would diminish the vast power 

imbalances between women and men, poor and rich, in industrialized and (even more so 

in) developing nations, did restricting access to long-acting contraceptives diminish 

women’s capacity for reproductive self-determination through “paternalistic” protection, 

or did it augment women’s reproductive agency by preventing coercive regulation of 

their fertility?   

This complexity, in turn, resembles that involved in developing a “pro-female-

worker”—or even, simply, “pro-worker”—position on occupational health and safety 

regulation.  Such regulation, arguably paternalistic, can run counter to the radical 

empowerment of women and workers to decide matters related to their own health and 

well-being (as was the case with early American occupational safety legislation that 

protected Progressive-era women from injury while simultaneously excluding or placing 

them at a competitive disadvantage in the labor market) but can also prevent workers 

from having to make decisions regarding their own safety under coercive conditions.59 In 

both the realm of occupational safety and health and pharmaceutical safety, HRG 

advocated for workers’ and patients’ “right-to-know” about the risks associated with 

chemicals they handled or ingested, but also on numerous occasions suggested that there 

were certain risks individuals should not be free to assume—particularly risks the 

assumption of which was either ubiquitous or likely to become so if legalized.60  In both 

areas, occupational safety and health and pharmaceutical regulation, HRG thus 

formulated its position in keeping with an idea of “body rights” that even workers’ rights 

and women’s rights should not displace.  
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This idea of “body rights” to which HRG remained committed carved out a 

central role for the state not only in protecting public health and preventing disease, but in 

differentiating “normal” exposure to environmental toxins from “abnormal,” and thus in 

defining both “health” and “disease.” In the case of Depo-Provera, HRG demanded that 

the U.S. government not pathologize fertility under conditions of poverty by conducting a 

separate risk/benefit analysis for particular marginalized female populations, because the 

Group did not accept these women’s social and economic disadvantages—real and 

immediate as they were—as intractable. 

The “feminist” position that HRG and NWHN adopted with respect to regulation 

of hormone replacement therapy (HRT)—the first major initiative on which the two 

groups collaborated after NWHN formed in 1975—was also distinct from that taken by 

many women, and indicative of these organizations’ distinct political-epidemiological 

perspective.  HRG and NWHN did not seek to restrict access to hormones for use in 

menopause and post-menopause, but rather, after the New England Journal of Medicine 

published two studies linking use of estrogen replacement therapy to endometrial cancer, 

pressed for complete disclosure of the risks and benefits to patients with prescription of 

the drugs.61  Even this position, however, as Elizabeth Siegel Watkins points out, was 

unacceptable to some women who strongly desired access to the drugs and who feared 

that such exceptional attention to “informed consent” might ultimately result in the 

hormones’ disappearance from the market.  

The FDA ultimately mandated that a thorough patient package insert (PPI) be 

included with estrogens.  HRG and NWHN joined other women’s and consumer groups – 

including Consumers Union, which had been re-galvanized politically by the spate of 
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consumer-protective legislative initiatives and the formation of other consumer groups 

60s and early 70s – in demanding the expansion of FDA’s patient package insert program 

to all prescription drugs.  This coalition argued that all patients, not only women 

considering hormones for contraception and menopause, should be more active and 

informed participants in decisions regarding their own medication.62 In 1981 HRG 

brought suit against the government, jointly with NWHN and the National Council of 

Senior Citizens, after the new Reagan-appointed leadership of the FDA rescinded 

finalized regulations for a pilot program that was to provide PPIs for ten widely used 

drugs or drug classes.63   

As Watkins observes, however, there were consonances between the positions 

that some women had taken against PPIs for hormone replacement therapy (HRT) in the 

mid-70s and the anti-regulatory fervor of the Reagan administration that derailed the PPI 

program—consonances that had less to do with an abstract commitment on the part of 

women to a “free market” for drugs than with women’s desire to determine the extent to 

which their own menopausal and post-menopausal symptoms were or were not 

pathological and warranted hazarding risks associated with pharmacologic therapy.  HRG 

and NWHN made arguments against the uniform medicalization of menopause, 

maintaining that in many cases physicians prescribed estrogen prescriptions to achieve 

“benefits which are trivial in comparison to the risk of cancer” and that such prescription 

indicated a broader social pathology that prized women’s youthfulness and libidos over 

their health.  Other women, however, in Watkins words, did not wish to “participate in 

the larger cultural critique of medicine; rather, they believed that medicine could and 

should be used to help women feel better and to combat the signs of aging.”64   
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This diversity of opinions among women regarding the proper extent of 

medicalization of menopause and other diseases and government participation in that 

medicalization, and the varied and sometimes contradictory nature of the women’s health 

movement’s feminist theoretical underpinnings helped restore hormone replacement 

therapy (HRT) to high levels of prescribing after a dip in the late-70s (a phenomenon also 

facilitated by innovations in HRT itself that reduced risk of uterine cancer).  Such 

ambivalence within the women’s health movement also enabled the health sector to 

successfully absorb, and arguably de-politicize, many features of the movement’s 

organizational structure and reform agenda.65  Political scientists Harris and Milkis argue 

that similar contradictions within consumerism, between radical and liberal, “collectivist 

and individualist tendencies,” ultimately “muted” the consumerist challenge to 

capitalism—as did consumerists’ continued uneasy reliance on “the New Deal 

institutional program of creating federal programs and agencies to deal with public 

problems.”66   

As Elizabeth Fee points out, however, “capitalist medicine reinforces the 

capitalist order” not only by “fragmenting” healthcare delivery into tiers “based on a 

patient’s ability to pay” and making essential drugs unaffordable to some people, but in 

numerous more “subtle ways, in its very definitions of health and sickness.”  Subsets of 

both the radical feminist and consumer movements thus challenged “capitalist medicine” 

in ways not readily recognized by observers:  not only by pointing to waste, high prices, 

and “nonaccountability” in the healthcare delivery system and demanding reform of the 

national financing of medical care, but by highlighting the ways in which “capitalist 
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medicine…evades the social causes of much ill-health, causes rooted in the structure of 

the capitalist system itself.”67   

In describing this dynamic, Fee offers the example of cancer, and HRG, in fact, 

viewed its own attention to hormones in the early 70s as part of its larger commitment in 

that decade to highlighting preventable, environmental causes of the disease that were 

being overlooked in the search for cancer’s “organic basis.”  In 1978, Wolfe identified 

“progressive labor unions, such as the Oil, Chemical and Atomic Workers’ Union, 

organizing against workplace-caused cancer; women’s health groups, working against 

doctor- and drug company-induced cancer; and housewives (and househusbands) trying 

to stop food-induced cancer,” and public-interests groups like HRG itself as the most 

important players in stemming cancer’s spread.  Identifying DES, Depo-Provera, HRT, 

and birth control pills as “the major known cause of environmentally induced cancer in 

women, other than cigarettes,” Wolfe argued that, “Like earlier waves of plague and 

infectious diseases, cancer will not be cured by surgery, radiation treatment or drugs. It 

will abate only if it is prevented. And its prevention is not a medical decision; it is a 

political strategy.”68   

Insights yielded by the women’s health movement and adopted by segments of 

the consumer movement made debate over regulation of pharmaceuticals a locus of 

resistance to “capitalist medicine” with respect not only to drugs’ contributions to 

carcinogenesis, but to their role in the very definition diseases including, but not limited 

to, phases in female fertility.  Fee’s Marxist-feminist explanation of how “[t]he process of 

ignoring the social causes of disease becomes self-legitimating” provides as clear a 
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statement of the lesser-known theoretical perspective framing HRG’s well-known 

scrutiny of pharmaceuticals as exists:   

Disease which cannot be given a specific biomedical correlate is defined 
out of existence. The physician draws his own distinction between a “real” 
disease—one whose organic basis can be identified by available 
technology—and functional or psychosomatic illness in which the 
patient’s experience cannot be legitimated by a laboratory report. 
Complaints stemming from such environmental factors as poverty, sexism 
and racism, the nature of work outside and inside the home, crises in 
housing and education, problems in personal relationships, and the like, 
can be “treated” only by tranquilizers or placebos.  American women 
consume large quantities of both. (If a patient has enough money, she, or 
he, may be able to obtain sympathy from a psychoanalyst, but this option 
is not generally available.)69 
 

HRG sought not only to reduce pharmacologically-induced disease, but to interrupt and 

influence the process—in which pharmaceuticals figured pivotally by 1971—by which 

some diseases got “defined out of existence” and others, like pregnancy under 

impoverished circumstances, got defined into existence. 

Wilhelm Hueper had begun to argue, in the 40s and 50s, that researchers should 

consider—in Christopher Sellers’ words—“the entire range of extrabodily influences on” 

cancer, and that workers’ experiences of illness and clinicians’ encounters with patients 

were valuable resources for identifying as-yet unknown “influences.” 70  The women’s 

health movement built on this alternative epidemiological approach and took it further, 

asserting not only that women, like workers, were an essential source of information 

about prospective causes of cancer—a disease that had (relatively) clear “biomedical 

correlates”—and that they could help reveal obscure pathways by which diverse 

environmental factors caused disease, but that clinical training could hinder professionals 

as much as help them in their efforts to help patients and advance medical knowledge 

generally.  These women argued that the processes of differentiating health from illness, 
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generating objectives for research, and evaluating and setting priorities in prevention and 

treatment were themselves social processes in which women’s long-precluded 

participation was indispensable.  Women called into question clinicians’ ability to help 

them, not only because clinicians were predominantly male, and because the medical 

tradition was male and relied upon professional “bodies of knowledge” that had not 

sprung from women’s own bodily experiences, but because increasingly over time—from 

bacteriology’s dominance in clinical medicine to risk-factor epidemiology’s—clinicians’ 

expertise had become less the product of accrued clinical observation and personal 

exchange with patients than of research in the laboratory or clinic.71  This phenomenon, 

which Christopher Sellers calls “the vanishing clinician’s eye,” rendered physicians less 

responsive to the peculiarities of individual patients’ cases and less capable of 

challenging prevailing etiological models.72   

Women’s own “body knowledge”—combined with clinicians’ record of 

misunderstanding female “peculiarities”—simply heightened women’s awareness of the 

limitations and biases of many such models.73  Some segments of the women’s health 

movement sought to change not only the way in which providers brought knowledge 

about health and illness to bear on women, but the very processes of research and clinical 

interaction that generated new knowledge and revised existing knowledge about health 

and illness more generally. In this way, women helped generate the most trenchant 

iteration to date of the critique of clinical medicine and modern epidemiology that had 

been developing since the postwar period, calling into question both the basic relevance 

of many research questions to public health and the validity of the methods researchers 
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employed.  In historian Wendy Kline’s words, “to dismiss a woman’s complaints as 

being ‘all in her head’ was no longer just sexist—it was bad science.”74  

 
HRG’s identity as an organization and its involvement in pharmaceutical 

advocacy developed in large part in relation to—and in response to the same 

pharmaceutical developments as—the women’s health movement.  The 

consumer/survivor movement in mental health (also called “mad activism”), however, 

which developed rapidly in the 70s and began subjecting psychotropic drugs to intense 

criticism, did not exert a profound influence on the Group’s advocacy around drugs.  The 

reasons for this are multiple and complex.  “The lack of influence psychiatric survivors 

have within the broader left” has, in many instances, as historian Geoffrey Reaume 

documents, reflected pervasive prejudice and “the lack of power that most mad activists 

have in the wider community.”75   The limited and particular nature of HRG’s 

involvement in issues relating to healthcare for the mentally ill and psychotropic 

medication, however, is not reducible to the Group’s lack of identification with sufferers 

of severe and persistent mental illness.   

HRG’s differences with some segments of the consumer/survivor movement 

reflected different beliefs about the appropriate extent of mental illnesses’ medicalization; 

the apportionment of government resources to deal with mental illness as both a social 

and medical problem; and—most contentiously—the legal frameworks surrounding 

institutional commitment and treatment.   Drawing out the nuances of HRG’s position 

within (or, more often, outside of) debates over drugs in the mental health field in light of 

these issues provides some insight into the relationships between consumer/survivor 

groups and segments of the broader late 20th-century consumer movement.  It also cuts 
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against the argument that an ideology of “pharmacologic Calvinism” uniformly drove 

HRG’s advocacy around pharmaceuticals and points to limited utility of this concept for 

analysis of any group’s position on regulation of drugs.76  

In debates over drugs for severe and persistent mental illness, some patient groups 

did take the position that these substances functioned as a tool of social control, 

undermining bases for social change by blunting manifestations of profound social 

problems, but HRG did not. In the 70s and early 80s, HRG tended to engage directly in 

debate over some widely-used (or potentially widely-used) psychotropic drugs that 

included in their indications milder forms of mental illness—namely anxiety or mild and 

moderate depression—and generally refrained from commenting on drugs that were 

primarily of use for treating severe and persistent forms of mental illness, namely 

schizophrenia, bipolar disorder, and severe depression.77  In the late 80s, when HRG 

released its first consumer guide to widely-prescribed pharmaceuticals—which targeted 

older adults—the Group did include drugs for psychosis and major depression.78  But 

with respect to antipsychotic drugs, HRG made a distinction between appropriate use by 

sufferers of genuine psychosis (who tended to be younger, under-diagnosed, and under-

medicated) and inappropriate use by “people who are not psychotic” (who tended to be 

older and overmedicated to control behavior or address symptoms that were either 

remediable through other means or linked to aging and thus intractable).79  With respect 

to antidepressants, too, HRG posited that severe depression warranting medication was 

more common in younger adults, and that older adults tended to be “overtreated.”80   

The Group’s circumspectness regarding medication for severe mental illness 

paralleled that which characterized its handling of drugs for debilitating or life-
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threatening diseases like cancer, and distanced HRG from some segments of the 

consumer/survivor movement who argued against medicalization of even severe mental 

illness.  With only a few exceptions, HRG tended not to wade into regulatory debate over 

the safety and efficacy of discrete drugs for such conditions, and HRG’s participation in 

debate over policy in management of severe mental illness was limited, primarily, to 

exposés on the poor quality of institutional care that the Group produced in collaboration 

with a psychiatrist, E. Fuller Torrey.81   

In the 90s, Torrey became one of the most polarizing figures within the highly 

diverse and often deeply divided community of advocates for the mentally ill.  This was 

because Torrey, as a fierce advocate of increased public funding for research, 

institutional, and community-based care, harshly condemned some more radical 

consumer/survivors’ claims that severe mental illness was not, in fact, pathological.  

Torrey also inflamed consumer/survivors by emphasizing associations between untreated 

mental illness and homelessness and violence perpetrated both by and against mentally ill 

people and advocating legal reform to facilitate involuntary commitment and involuntary 

administration of medication under certain circumstances.82 HRG’s handling of 

psychotropic medications reflected a belief, shared with Torrey and many but not all 

advocates for the mentally ill, that for profound forms of mental illness a “disease 

model”—including in some instances medication and hospitalization as well as 

community-based social and economic supports—constituted the most appropriate form 

of care.  Professional medicine, HRG and Torrey believed, had overreached its 

capabilities in attempting to gather many other forms of mental distress into its purview 

after WWII.  In cases of severe and persistent mental illness, as with some other 



 

 

193 

potentially life-threatening illnesses, the emphases of HRG’s agenda implied that 

pharmacotherapy’s benefits might warrant greater risks than in cases of less serious 

illness.  

This, however, was only one perspective among many held by those within a 

diverse community of activists concerned with mental illness that organized during the 

70s, in some cases to provide mutual support and self-help, and in others to alter societal 

treatment of the mentally ill.  As the numerous names such activists have chosen for 

themselves—eg. consumer, survivor, ex-patient, psychiatrized, mad—suggest, this 

movement has been extremely varied and sometimes very polarized.  The involvement of 

groups made up of those who are not themselves consumer/survivors but concerned with 

mental illness and its treatment added to its complexity.83 A number of factors converged 

to precipitate formation of what anthropologist Linda Morrison calls the “loose coalition” 

of support, advocacy, and activist groups that came to comprise the consumer/survivor 

movement.84  Dramatic innovations in psychopharmacology and widespread prescription 

of new drugs in the 50s and 60s had an enormous impact on consumer/survivors, as did 

fundamental changes in the institutional structure of care for the mentally ill that took 

place during the 60s and early 70s, namely deinstitutionalization—the process whereby 

the populations housed in state mental hospitals shrunk by hundreds of thousands.   

Like the women’s movement, in the 70s consumer/survivor groups followed 

precedents for organizing, self-help, and activism set by those within social movements 

of the 60s, and, likewise began to interrogate the political, economic, and social 

structures that generated and perpetuated their mistreatment.  Other galvanizing 

influences were: 1) social scientists who theorized that medicalization of madness was a 
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method by which the more powerful segments within the social order exerted control 

over others; and 2) “radicals-in-the-professions” who began using such critiques of 

expertise—particularly psychiatry—to assert the rights of their patients/clients in courts 

and policy forums and to attempt to alter the institutional structures and systems of law 

that governed management not only of the insane, but those accused of crimes or juvenile 

delinquency.85  In these years, as efforts to challenge legally existing structures of 

administrative law shifted decidedly from Right to Left politically, judges made legal 

remedies and judicial review more accessible to those deemed insane or delinquent by 

experts.86  Throughout the 70s, many states passed legislation altering the conditions 

under which civil commitment could take place, in many cases requiring that prospective 

patients exhibit “dangerousness” and making commitment brief, determinate, and subject 

to due-process procedures.87  In the early 70s, Wyatt v. Stickney established for patients a 

“right to receive such individual treatment as will give each of them a realistic 

opportunity to be cured or to improve his or her mental condition," and with subsequent 

cases mental health lawyers articulated patients’ right to refuse treatment.88  

As policymakers grappled with longstanding but newly-configured dilemmas 

regarding the care of people with mental illness in the 70s and 80s, and as patients, 

former-patients, potential-patients, and others began forming the diverse nodes of a 

network of advocacy for the mentally ill, the significance of deinstitutionalization and the 

clinical use of psychotropic drugs—and nature of the relationship between these 

developments—became hotly contested.89  Sidney Wolfe first engaged with issues related 

to deinstitutionalization and the quality and content of services for the mentally ill 

between 1970 and ’74, when he served for the second time as a consultant on one of 
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Nader’s projects, a study of the National Institutes of Mental Health (NIMH) and its 

community mental health centers (CMHC) program ultimately published with the title 

The Madness Establishment.90  The Nader-sponsored volume, along with a study by 

Health/PAC in 1970, were two of the first policy analyses to suggest that 

deinstitutionalization was not occurring as a consequence of federal provision and 

funding of better or adequate care, through CMHCs.91   

In keeping with Health/PAC’s American Health Empire analysis, the “raiders” 

argued that the CMHC program was providing cover for expansion of the profit-

motivated private health sector and a mutual abdication, on the part of state and federal 

authorities, of responsibility for:  1) the chronically and seriously mentally ill and 2) 

those whose mental distress was primarily a function of gender- and racially-based 

discrimination and structurally-entrenched poverty.  The Nader Study Group’s calls for 

inclusion of “past and present patients and their relatives” on the boards of CMHCs, and 

their contention that “the promotion of ‘mental health’ in our society…will never come 

from mental health systems,” but from broader social, political, and economic changes 

were consonant with the views of many radical consumer/survivor activists who were 

beginning to band together to exert control over their own care and influence policy.92  

 The study also paralleled feminist critiques of psychiatry and mental healthcare 

delivery, such as the one that psychologist Phyllis Chesler—a founder of the NWHN—

advanced in her pioneering Women & Madness in 1972, which argued that women’s 

mental illness was often either induced or erroneously perceived because of male 

oppression.93  But the sharp distinction that the raiders made between “the small minority 

of people whose problems do fall within the province of legitimate mental health 
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concerns” (what Chesler called “genuine states of madness”) and the much larger number 

of people whose difficulties were not even partly a function of biological disease became 

a seam along which the consumer/survivor movement, as it grew throughout the 70s, 

would be subject to chronic fracturing.94   

The raiders argued that people in this “small minority…need a whole range of 

mental health facilities—from easily accessible outpatient clinics to halfway houses to 

top quality institutional care,” and that pragmatism dictated that policymakers should 

consider the matter of care for the seriously and chronically mentally ill separately from 

“the development of a total coherent system of care and service delivery that will answer 

the basic social welfare needs of people—of which health and mental health are only a 

part.”95  In taking this position, which HRG, too, would adopt, the Study Group diverged 

from those consumer/survivors who challenged expert-governed medicalization of mental 

illness in any form (a subset of activists who, like radical feminists, varied in turn as to 

whether they prioritized rights and self-determination or saw consumer/survivor activism 

primarily as one manifestation of a broader class struggle).96  

The consumer/survivor movement, as it evolved over the course of the 70s and 

80s, developed subsets with different views about the medicalization of mental illness, 

with some groups rejecting all forms of medical treatment and hospitalization outright, 

and others accepting—and still others embracing—medical perspectives and services.97  

Feminist critiques of mental healthcare bolstered arguments on both sides of 

medicalization debates:  partisans could draw on arguments like Chesler’s, which situated 

most madness in structures of patriarchal control, or on others that exculpated mothers 

long accused by theorists and clinicians of causing their own children’s severe mental 
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illness through their parenting.98 A “family movement” in advocacy for the mentally ill 

developed in the late 70s—largely to combat such psychodynamically-focused etiological 

concepts as the “schizophrenogenic mother” and in response to new pressures 

deinstitutionalization exerted upon family members of those who might otherwise have 

been hospitalized.   

The family movement tended, like some groups of consumer/survivors, to 

embrace the “disease model” for severe mental illness.  The central organization of the 

family movement, the National Alliance on Mental Illness (originally the National 

Alliance for the Mentally Ill, both “NAMI”), began as a grassroots support group of 

family members of people with mental illness in 1979 and grew rapidly into an influential 

advocacy group of national scope.  NAMI worked on behalf of severely mentally ill 

consumers and their families to improve and expand mental health services, secure 

research funding for the study of mental diseases, and reduce stigma by educating the 

public as to the organic nature of severe mental illness.99  When HRG did weigh in on 

issues related to serious mental illness, it did so primarily in collaboration with NAMI 

and one of that organization’s key, early boosters and advisors:  psychiatrist E. Fuller 

Torrey.    

Torrey, whose sister suffers from schizophrenia, worked as an administrator at 

NIMH from 1970-1976, while the Nader Study Group generated its report on CMHCs.100  

The Study excerpted a talk that Torrey gave in 1970, in which he argued that CMHCs 

had adopted a “dominant-class, dominant-culture, dominant-caste model of mental health 

services” that was inappropriate for poor, inner-city communities.101 But unlike 

sociologists who argued that mental illness was a “myth” or the product of social forces, 
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Torrey was an early proponent of the idea that serious mental illness was strictly 

biological in origin, and he indicted both professional psychiatry and federally-funded 

mental health research and services for failing to adequately treat or study schizophrenia, 

bipolar disorder, and severe depression.102  Throughout the 70s, Torrey became a vocal 

critic of psychiatry’s and NIMH’s priorities, arguing that the profession and research 

establishment disproportionately worked on the problems of the middle-class “worried 

well,” and he spent the years from 1977 to 1985 working with patients in Washington, 

DC’s St. Elizabeth’s Hospital, which was at that time federally-run.103   

The families of severely mentally ill patients who were building NAMI from a 

network of support groups into a national organization in the early 80s resonated to 

Torrey’s message.  He regularly spoke to the group’s local branches, and the success of 

his 1983 book Surviving Schizophrenia: A Manual for Families solidified his bond with 

the organization:  NAMI members came to rely on the book as a resource, and Torrey 

donated its proceeds to the national body.104  In the late 80s and early 90s, Torrey’s own 

hypotheses about the biological causes of serious mental illness remained outside the 

mainstream of biomedical research (he suspected viruses of playing a pivotal role in 

causation), but when an imaging study he conducted on twins correlated physical brain 

abnormalities with schizophrenia, he gained greater acceptance within a psychiatric field 

that had been increasingly turning towards genetics and then neuroscience in the study of 

mental diseases.105  In 1989, a philanthropist couple moved by Surviving Schizophrenia 

approached Torrey, who directed their initial contribution to NAMI.  Soon after, they 

founded the multimillion-dollar Stanley Medical Research Institute, with Torrey at the 
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helm, and began funding a vast proportion of American research on severe mental 

illness.106 

 Throughout the late 80s, Torrey not only focused more intensely on biomedical 

research as a mode of combating mental illness, but became an increasingly strident critic 

of policies he saw as having facilitated deinstitutionalization—particularly state-level 

shedding of responsibility for the severely mentally ill and legislative reforms that had 

limited conditions under which civil commitment and mandatory treatment could take 

place.  In 1985, Torrey, HRG, and NAMI conducted a survey of homeless shelters in DC 

and determined that a large proportion of shelter residents suffered from schizophrenia.107  

In 1986, ’88, and ’90, the two groups collaborated in bringing HRG’s “consumer 

directory” method to bear on state-level provision of care for the mentally ill in order to 

expose widespread inadequacies and increase pressure on state governments to improve 

services.108  In 1990, Torrey, HRG, and NAMI also released a report on the federal 

CMHC program that echoed the original Nader Study Group report in its indictment of 

CMHCs as vulnerable to co-optation by private interests and unresponsive to community 

need.109  Torrey forcefully linked the growing problems of homelessness and 

incarceration among the mentally ill to these policies, and advocated not only increased 

funding for both state institutions and community-based services for serious mental 

illness, but legislative reform to facilitate court-mandated treatment for those with “no 

insight into” their own illnesses.110   

 In 1998, Torrey founded a Treatment Advocacy Center (TAC)—originally under 

the auspices of NAMI—with funds from the newly-established Stanley Medical 

Foundation.  TAC’s objectives were “eliminating barriers to the timely and effective 
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treatment of severe mental illnesses” by “reforming treatment laws nationwide” and 

supporting “the development of innovative treatments for and research into the causes of 

severe and persistent psychiatric illnesses, such as schizophrenia and bipolar disorder.”111  

In 1999, HRG collaborated with TAC in conducting a survey of radio and television 

stations to determine the frequency with which personnel were “threatened by individuals 

with severe mental illnesses,” and argued that the survey “results indicate[d] inadequate 

treatment availability.”112  Torrey alienated many who considered themselves advocates 

for the mentally ill by emphasizing connections between mental illness, homelessness, 

and violence and indicting the legislative reforms of the 70s that had aimed to protect 

patients’ civil liberties.  His tendency to draw a stark distinction between those members 

of the consumer/survivor movement who identified as “consumers” (a subset generally 

more amenable to medical models of mental illness) and what he called a “noisy subset 

who call themselves ‘survivors’” who he believed bore some responsibility 

deinstitutionalization was likewise controversial.113  In the late 90s and early 2000s, even 

NAMI, with its heavily biomedical orientation, disconnected itself from TAC and began 

to qualify its relationship with Torrey publicly.114   

 Torrey, for his part, began to question NAMI’s leadership for the position they took 

in debate over government reimbursement for second-generation antipsychotic drugs.  

When NAMI came out against limiting government reimbursement for such drugs, which 

Torrey viewed as unreasonably priced, he suggested that the organization’s heavy 

subsidization by pharmaceutical companies shaped its perspective.115 Wolfe loosened 

HRG’s ties with NAMI following the groups’ collaborations in the 80s and 90s, likewise 

citing the process by which the Alliance, as he describes it, “gradually became captured 
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more and more by the drug industry.”  (He, too, specifically cites NAMI’s failure to 

object to the high prices of atypical antipsychotics.)116 HRG’s changing relationship with 

NAMI accorded not only with the Group’s longstanding alliance with Torrey, but with its 

general skepticism of the positions that many “patient groups”—most of which, Wolfe 

contends, “are funded by the drug industry at some level”—adopt on drug regulation.  

But unlike tensions that HRG developed with other patient groups over the years (most 

significantly AIDS activist groups, as I discuss in Chapter 7), the strains between the 

Group and segments of the consumer/survivor movement in mental health did not stem, 

primarily, from HRG’s concerns about the safety and efficacy of specific drugs that 

patients and drug sponsors wanted FDA to approve for marketing.  They stemmed from 

differing ideas about the medicalization of mental illness and priorities in social welfare 

reform.  

 In the early 70s, the bases for full-fledged conflict had not yet emerged.  The 1974 

Nader Study Group report that was arguably formative of the perspective HRG developed 

on mental health issues contained some assertions that were potential points of contention 

among diverse advocates for the mentally ill, but it also contained much about which they 

could agree.  Indeed, in 1974, leading “antipsychiatry” thinker Thomas Szasz and Torrey 

were expressing support and admiration for one another.117  The Study Group authors 

argued for reining in medicalization of mental illness, emphasizing—as did Torrey, some 

consumer/survivors, feminists and Black Power advocates—the manipulable boundary 

between “genuine states of madness” and subversive or socially deviant behavior.  The 

“raiders” ascribed wisdom to David Bazelon—the judge whose groundbreaking decisions 

in the late 60s began strengthening civil rights protections for the reputedly mentally ill— 
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and they suggested the desirability of experimentation with consumer-shaped alternatives 

to traditional segregative, institutional care for severely mentally ill people.118 The Nader 

Study Group suggested that encroachments on civil rights took place under the guise of 

mental health care, but also objected to the use of such abuses to rationalize the nihilistic 

withdrawal by government from provision of mental healthcare.  They argued that 

policymakers’ conflation of broad social problems of poverty, sexism, and racism with 

the more circumscribed problem of mental illness was harming both those suffering from 

social marginalization and those suffering from severe mental illness.  

 The Nader Study Group thus suggested that reformers seeking services for the 

seriously mentally ill should separate their demands from advocacy for social welfare 

programs more generally—a position that ran counter to that of those consumer/survivors 

most averse to medicalization of mental illness who saw their own struggle against 

marginalization as inseparable from broader struggles for civil rights and social and 

economic justice. In the aftermath of deinstitutionalization, E. Fuller Torrey—with 

HRG’s collaboration—became such a zealous advocate of service-provision for the 

seriously mentally ill that he not only separated their needs from those of the poor more 

generally, but arguably undermined efforts of advocates for the poor collaterally. 

Emphasizing the association between deinstitutionalization and homelessness arguably 

de-emphasized the association between poverty or lack of affordable housing and 

homelessness, and emphasizing the association between deinstitutionalization and high 

incarceration rates, arguably de-emphasized that between discrimination and 

incarceration.119  Many within the diverse consumer/survivor movement argue, moreover, 

that Torrey contributed to stigmatization of the mentally ill and that, by arguing that civil 
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liberties protections for mentally ill people had gone too far, he and those within the 

“family movement” disregarded ways in which restricting consumer/survivors’ civil 

liberties resulted in their systematic mistreatment.120  Whereas some consumer/survivors 

embraced medicalization of their conditions and pharmacotherapy, few supported 

compulsory treatment.121  

 In the early 70s the Nader Study Group had quoted Bazelon with admiration, but in 

the 80s and 90s HRG aligned closely with Torrey, even as he began to portray lawyers 

who sought to secure and expand consumer/survivors’ rights to self-determination in 

questions of treatment as ideologues who undermined their own clients’ best interests.  

These lawyers—such as those at the flagship mental health law organization, founded in 

1972 by the lawyers who brought Wyatt v. Stickney and later named the Bazelon Center 

for Mental Health Law—maintained, on the other hand, that Torrey was the ideologue, 

and continued to argue that “[c]oercive treatment is often just an easy way to deal with a 

population that has been devalued.”122  Citing multiple rational reasons that 

consumer/survivors might refuse drugs or hospitalization, the Bazelon Center’s executive 

director asked a reporter in 1998, “How do you determine whether they’re incapable [of 

making decisions about treatment]? Because they disagree with you or because there is 

no insight?”123   

 The Nader Study Group had agreed with this premise that medical treatment of 

mental illness could be coercive, and had even gone further, suggesting that 

medicalization of mental illness could itself function in an unequal society as a method of 

social control with a disproportionate impact on women, minorities, and the poor.  By the 

late 80s and 90s, however, HRG expressed little skepticism of psychiatric expertise when 
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it came to severe mental illness, and supported Torrey in his advocacy of strong 

paternalism in mental health care.  Torrey and HRG had come to see the ideas of 

“antipsychiatry” theorists as inseparable from the political positions of conservative 

libertarians who had commandeered them in the 80s.  The Public Citizen Litigation 

Group, with which HRG worked in constant collaboration, moved in the same public-

interest legal circles as the legal services and civil rights/liberties attorneys who 

represented consumer/survivors, and in many instances championed patients’ rights 

(suing, for instance, for patient access to information about doctors’ performance or to 

secure patients’ access to their own medical records).124  But HRG and its litigation arm 

did not champion mental patients’ rights to self-determination in treatment.  

 Perceiving as Torrey did that deinstitutionalization had precipitated a “mental 

illness crisis” in America, and that government’s responsibility to protect the public 

health encompassed an affirmative obligation to care for the severely mentally ill on 

which both state and federal authorities had reneged in the prior two decades, HRG again 

privileged restoration of the “body rights” that this “crisis” violated over individual 

patients’ rights.  In this view, even given the general inadequacy of existing public 

services, a sufficiently severely mentally ill patient should not be made the full custodian 

of his own body. 

 
Stemming Adverse Drug Reactions and Constructing Modern Concepts of Disease: 
Drug Critique as a Multi-level Public Health Intervention  
 
 The Nader Study Group and, later, HRG argued that the government was failing the 

seriously mentally ill by abdicating its own responsibility for this population while 

enabling the health sector to make mental health care a province of its expanding 
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“empire.”  HRG did not, however, generally view the development and prescription of 

drugs to treat serious mental illness as indicative of this failure. For this reason, the 

Group did not bring the repertoire of advocacy techniques it was developing in the 70s, 

beginning with activism around hormonal drugs for women, to bear on drugs for bipolar 

disorder and major depression.  But HRG did see prescription of drugs for a number of 

other conditions—including minor tranquilizers, new antibiotics, antidiabetics, a 

cholesterol-lowering drug, and certain drugs for pain—as potentially and unnecessarily 

injurious and (in some cases) symptomatic of deeper health system failures.  As a result, 

the organization did engage in active advocacy around the regulation of these products 

during its first decade.   

 As Jeremy Greene argues, the conversion of epidemiologically-identified and drug-

confirmed risk factors for acute phases of chronic disease—such as high blood pressure 

and high cholesterol for heart disease and chronically high blood sugar for diabetes—into 

treatable early phases of chronic disease cannot simply be branded a nefarious corporate 

process.  It has been central to the very “definition of disease” in the second half of the 

20th century, establishing irrefutably that physiological states not previously understood 

to be early phases of illness are in fact prodromal and amenable to pharmaceutical or 

other treatment.125  HRG by no means rejected all prescription medication, and 

acknowledged the importance of many of the products and much of the knowledge 

yielded through the process Greene describes. Wolfe identifies strongly as a physician, 

saying of himself, “I am an internist and the main therapy that internists dispense (other 

than hopefully helpful talking with people and helping them that way) are drugs!”126  But 

HRG took the position that with this growing importance of drugs in “the definition of 
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disease”—and because defining, preventing, and treating disease did not take place in a 

social, political, or economic vaccum—FDA acquired and was failing to fulfill new 

dimensions of responsibility to the public.  The agency need to actively delineate 

boundaries between “prevention” and “treatment,” “health” and “illness,” “social” and 

“medical” issues, “effective” and “ineffective” drugs.   

 In HRG’s estimation, particularly in the face of such FDA shortcomings, consumer 

access to and ability to participate in the drug-approval process was not only helpful, it 

was essential to adequate analysis of pharmaceuticals’ risks and benefits—even if, as 

HRG’s positions on psychotropics demonstate, the Group did not believe all varieties of 

consumer input should carry equal weight in FDA regulatory processes.   HRG 

participated in multiple hearings that Sen. Edward Kennedy held in 1973 and 1974, first 

on the subject of “human experimentation,” then on “the pharmaceutical industry,” and 

took the position that there was a kinship between the federal government’s 

responsibilities in both of these areas of regulation, not only because the FDA gave the 

initial go-ahead for all clinical research on drugs, but because the marketing of drugs was 

becoming, in effect, a continuation of that clinical experimentation.127 HRG maintained 

that the boundary between clinical experimentation and drug marketing/clinical care—the 

permeability of which the country’s experience with birth control pills had starkly 

revealed—needed reinforcement.  Moreover, given that uncertainty would inevitably 

shroud some FDA decisionmaking about drug-approval, HRG argued that informed 

members of the community of consumers who stood to benefit and/or be harmed by drug 

marketing should have a say in whether it would go forward, and how.  
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In demanding stricter controls on which drugs would be approved for human trials 

and which clinically-tested drugs would be approved for marketing, HRG did join FDA’s 

internal and Congressional critics who were responding to the shift from an FDA 

leadership appointed by Johnson to one appointed by Nixon.  When Sen. Kennedy began 

to hold hearings on issues that Humphrey, Fountain, Nelson, and Mintz had in the prior 

decade—and turned to Wolfe for guidance—he did so in a political environment different 

from that in which his predecessors had operated.  The controversy surrounding long-

aggrieved FDA medical officer John Nestor dramatized impact that the transition to a 

Republican administration had made on FDA—some argue exaggeratedly so.  HRG lent 

support to Nestor in one of its earliest initiatives, and his plight became the culminating 

revelation in Kennedy’s hearings on the pharmaceutical industry in 1974.128   

In 1968, when Nader’s “raid” of the FDA occurred, it did so with the blessing of 

the agency’s reform-minded commissioner.  Goddard had been actively bolstering both 

the identity and public image of FDA as consumer-friendly, and while he was already 

making significant changes in drug-review—helped along by Mintz, Fountain, and 

Nelson—the commissioner welcomed in particular the opportunity the “raid” might 

provide to shake up regulation of food additives.129 The “raiders” did release a report 

excoriating FDA regulation of pesticides and additives in foods in 1970, the imminent 

publication of which—alongside hearings held by Fountain and Nelson—helped prompt 

FDA to conduct an internal review of its organizational structure and resources and ban 

the artificial sweetener cyclamate in 1969.130  HRG would continue to critique FDA 

regulation of non-nutritive food additives throughout subsequent decades. But between 

the “raid” and the founding of HRG as the permanent FDA watchdog Nader intended, 
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Nestor began to condemn changes taking place within the agency.  These allegations—in 

addition to the events surrounding the Pill and DES—motivated Nader and Wolfe to 

make scrutiny of drugs one of the central aspects of HRG’s mission, drawing both on 

Wolfe’s knowledge of pharmacology, toxicology, and forensic pathology and on his 

political sensibilities.131  

Nestor had been an active participant in the process by which congressional 

scrutiny of FDA had facilitated the formalization and strengthening of FDA’s drug-

approval authority following the 1962 reforms.132 He figured prominently in hearings that 

Sen. Hubert Humphrey held in 1963, decrying problems with new-drug approval and 

post-marketing surveillance.133 What occurred at FDA in the years between 1968, when 

Goddard’s tenure as commissioner ended, and 1972, when Nestor and ten other 

relentlessly-exacting medical officers received demotions and HRG entered the politics 

of drug approval, is the subject of historical debate.134 HRG, however, accepted Nestor’s 

perception that his transfer reflected the Nixon administration’s intent to establish more 

collaborative relations between federal agencies and the industries they regulated.  

Moreover, HRG shared Nestor’s views that profit-motive vitiated (more than it 

strengthened) drug companies’ commitment to generating safe and efficacious drugs, and 

that “business-friendliness” in the FDA translated directly to a weakened and 

inadequately critical drug-approval process.  The Group decried Nestor’s transfer in a 

report they submitted to Nixon’s appointed FDA Commissioner, Charles Edwards, and 

the chairmen of five congressional committees.  HRG also set about conducting a survey 

of medical officers aimed at exposing their subjection to industrial pressure.135 
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Sen. Edward Kennedy highlighted the plight of the transferred medical officers in 

hearings that capped off his examination of the pharmaceutical industry in 1974, 

precipitating congressional appointment of an external panel to investigate the question 

of undue industry influence on drug-approval.136  At follow-up hearings, HRG advocated 

(through the personage of Nader) that FDA structurally insulate medical officers from the 

influence of drug companies and any politically-motivated directives from agency 

management.   Nader also demanded that all data from drug testing be made publicly 

available, that consumer protection be statutorily declared a fiduciary duty, the breach of 

which would be grounds for consumer lawsuits, and that the FDA assume responsibility 

for coordinating drug testing—at drug sponsors’ expense—by parties independent of the 

industry.137  From this period forward, although the Group often advocated stricter 

regulation and more transparency than the federal government effected, HRG continued 

to be a formidable presence in federal debate over drug regulation.138  HRG’s agenda 

fused Nestor’s concerns about political manipulation of drug-review to Wolfe’s broader-

reaching, epidemiologically- and radically-informed critique of the emphases of modern 

epidemiology and healthcare on medically-administered treatment over prevention by 

medical or other means. In this way HRG was similar to some other women’s health 

activists and different from all previous critics of pharmaceutical regulation.  

Health/PAC had suggested that a National Health Service might, by consolidating 

all demand for medicines and negotiating drug prices, force the profit-oriented 

“rationalizations” of the drug industry more closely into line with the public’s health 

needs.139 In debate over national health insurance, HRG would make a similar argument, 

but also called upon FDA to play a more prominent role in rationalizing the content of the 
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drug market through drug-approval. HRG embraced an epidemiologic perspective on the 

diseases that many drugs were meant to treat that departed from the risk-factor emphasis 

of the postwar period, and therefore asserted, more clearly than Health/PAC had, that the 

size and content of the drug market—and its relative prominence within American health 

policy—were as or more problematic for public health than either stumbling private-

sector drug development or high drug prices.   

Given that Congress had granted FDA only limited and indirect influence over 

drug prices, HRG viewed federalized financing for healthcare delivery and facilitating 

production of generic drugs through the drug-approval process as the most feasible 

modes of controlling prices in the U.S., and devoted advocacy resources to these goals 

consistently, if episodically.140   But most of the Group’s work had to do with re-

examining the safety and efficacy of specific drugs.  HRG saw FDA as offering few 

“handles” on the issue of drug prices.   The Group saw the drug-approval process, 

however, as a perfect theater for dramatizing, drug by drug, indication by indication, that 

drugs were often flawed clinical afterthoughts—discrete attempts to correct for 

systematic preventive failures that became, in turn, a new, preventable kind of mass-

exposure.  In this instance, consumerist emphasis of a “health and safety” issue over an 

“economic” one did not represent sheer neglect of working-class consumers’ 

“pocketbook” concerns—though it may have been, in part, a consequence of HRG’s 

preference for “progressive” over radical strategy.   

The Group not only demanded maximum stringency in the drug approval process 

overall but—like women’s health activists concerned about hormones—sought public 

access to the science on which FDA decisions were based and repeatedly thrust debates 
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over specific drugs and specific diseases into the public arena.  Congress was one of 

several forums within which HRG pursued its various ends.  The Group worked closely 

with subcommittees throughout the 70s and 80s, including but not limited to 

Kennedy’s.141  After Nelson began introducing an omnibus bill to alter drug regulation 

beginning in 1971, HRG worked with the senator and supported his major objectives.142  

In 1977, economist Ben Gordon, who had served as staff economist for Sen. Nelson for 

ten years and coordinated the 150 hearings on the drug industry’s practices the Senator 

held during that period, joined HRG’s staff.143  In the same year, HRG embraced the 

report issued by the panel appointed in the wake of the ’74 Nestor controversy and many 

aspects of the ill-fated omnibus drug bill that Sen. Kennedy introduced based on its 

findings and years of hearings—the decade’s culminating effort at legislative reform of 

drug regulation.144  But the Group continued to oppose measures for which the industry 

had lobbied, press for the more “radical” measures Nelson had proposed that the new bill 

excluded, and excoriate what it saw as the agency’s specific errors and general 

shortcomings in further hearings, citizen petitions, the press, and federal courts.145  

The most “radical” alterations to the drug testing and approval processes that 

HRG pursued in the 70s were those that would have:  placed FDA in charge of 

supervising all clinical trials in a manner more direct than the decentralized system of 

institutional research boards (IRBs); required more complete testing of all drugs on 

animals before human subjects; and prevented FDA from approving any drug that was 

not a significant therapeutic improvement over the best already-available therapies.146  

What HRG sought with this set of reforms was not only the shrinking of what it saw as a 

duplicative and glutted drug market, and a reduction in the incidence of adverse drug 
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reactions, but a greater government role in shaping the content of drug research so that it 

might respond more readily to public need and less so to profit-motive.   

When FDA had, in 1969, proposed regulations that were pivotal in making IRBs 

at research institutions one of the primary instruments by which the federal government 

imposed standards on the conduct of research, MCHR and the Physicians Forum 

protested that the rules were inadequate to protect human subjects of research.147  The 

positions HRG took on these issues a short while later were largely continuous with these 

earlier groups’ more radical ideas of what protecting human subjects entailed. HRG took 

issue not only with the way in which investigational new drugs were tested on subject 

populations and what constituted an acceptably safe drug, but with what constituted an 

acceptably therapeutically promising drug for human testing and eventual marketing. 

Where food additives were concerned, HRG was of the same mind as Harold Aaron and 

Wilhelm Hueper two decades earlier:  the “benefit”—which they saw as purely 

economic—simply did not outweigh the risk.  But HRG also advocated that FDA use a 

different, more socially-engaged calculus in determining the prospective impact of drugs.  

This calculus would take into account all that was known about the illness the proposed 

drug was meant to treat, including existing treatments and methods of prevention, and 

contemplate drug-approval as only one among an array of interventions at the federal 

government’s disposal.   

For years before HRG came into existence, FDA had been factoring relative 

efficacy into its drug-review process, and over the course of the 70s developed 

increasingly formalized practices for prioritizing drug reviews based on the therapeutic 

importance of the various drugs before the agency.148  By the end of the 70s, in part 
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because of the pressure HRG and congressional overseers had exerted on the agency, 

FDA commissioner Donald Kennedy would openly acknowledge that the agency did 

regulate both clinical research and clinical practice.149 The agency had not and would not 

remove drug research from IRB supervision to its own more direct purview, however, 

and although it opened the content of HRG’s human subjects petition for public comment 

in the mid-70s, receiving 49 horrified comments from interested industry and medical 

groups, Kennedy would also reject both of the Group’s requests with respect to animal 

testing and an amendment to make therapeutic superiority requisite for new drug 

approval.150 Given its broader political-epidemiological perspective, HRG would 

continue frequently to differ from FDA in their assessment of the significance of both 

individual drugs and drugs in general and make its divergent views known to the agency, 

the courts, and the public. In lieu of these fundamental changes in drug-approval, and in 

the face of counter-influences on and within Congress, HRG developed an aggressive, 

multi-pronged approach to altering FDA policy and procedure and agency actions in 

relation specific products.151   

HRG sued to force the FDA to complete or carry out consumer-protective policies 

more rapidly.152  The Group weighed in on further regulatory and legislative proposals to 

alter the drug approval process.  It petitioned to have specific products rejected or 

removed from the market, sometimes precipitating advisory committee meetings or 

congressional hearings as a result.  It sued if a citizen’s petition was ultimately denied or, 

in a limited number of cases, established clearinghouses to provide trial lawyers with 

relevant scientific bases to bring tort suits against drug companies on behalf of injured 

clients.   It publicized its own opinions regarding various drug products through the press, 
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best-selling books, and newsletters.153 HRG’s charged, litigious, and often high-profile 

approach reflected Wolfe’s beliefs that: 1) many drugs that were on or entering the 

market directly threatened public health (for example, some drugs for diabetes or pain); 

and 2) drawing public attention to the drawbacks of certain treatments would not only 

affect FDA priorities in drug-approval, but raise awareness about more complex social 

determinants of disease (particularly type II diabetes, heart disease, menopause, and 

anxiety) that drugs did not address.154  

HRG’s willingness to “politicize” particular drugs and indications, distinguished 

HRG not only from CU in the 1950s, and from some of those within the FDA who 

sometimes felt consumer activists were polemical intruders on what should have been an 

apolitical administrative process, but from some who shared Wolfe’s views about the 

U.S. being, on many though not all counts, an “overmedicated society.” Alexander 

Schmidt, who became Nixon’s second FDA commissioner not long before the highly-

charged Kennedy hearings of 1973-74, remained similarly embattled throughout his two-

year tenure, and believed FDA should “quit denying” that stringent regulation was 

keeping valuable drugs off the American market, was a sort of natural adversary for 

Wolfe.155  But even Philip Lee, the Assistant Secretary of Health under Johnson whose 

views of drug regulation and the “role of drugs in American society” were largely 

consonant with Wolfe’s, took a different tack in urging reform than HRG.156   

Lee, too, became a relatively high-profile critic of pharmaceutical policy in the 

70s, when a widely-read book he co-wrote with pharmacologist and science writer Milton 

Silverman, Pills, Profits, and Politics, made his views on drug regulation and his 

embrace of many of principles behind Gaylord Nelson’s reform proposals readily 
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accessible to lay-readers.157  But Lee also maintained that “nothing can be accomplished 

(in the way of improving FDA) by a continuation of the intense political pressures placed 

on the agency or by the highly publicized efforts to make FDA the whipping boy in the 

constant disputes among the drug industry, organized medicine, and consumer 

groups.”158  

Like Wolfe, Lee suspected that the drug industry would “make … essential 

changes only when these are required by law, or when the industry discovers that a 

continuation of some of its practices has become unprofitable.”159  Lee also believed “the 

consumer” would be the most important force in altering the use and regulation of 

pharmaceuticals in subsequent years.160  But while Lee would develop and pursue his 

policy objectives from within academia and other nonprofit organizations, founding and 

then leading a university health policy program for 20 years before a second stint as 

Assistant Secretary for Health, Wolfe and HRG would attempt, alternately, to embody 

and influence “the consumer,” using a more guerilla-style approach in their attempt to 

reform drug regulation and make undesirable industry practices “unprofitable.”161  Pills, 

Profits, and Politics expressed ambivalence about “organized groups of consumers,” 

which the book described at turns as inexpert “special interests” on whom federal drug 

reviewers should not rely, and as the most essential force in bringing about needed 

changes.  But HRG, infused with the “radicals-in-the-professions” sensibility of late-60s 

health activism, relied upon the very ambiguity of which Lee was wary. 

HRG moved unapologetically between its identities as an expert body and a 

consumer representative/resource as seemed to serve its immediate ends, grounding its 

arguments about specific drugs in rigorous interpretation of drug data, while at the same 



 

 

216 

time attempting to harness—almost interchangeably—pecuniary, individualistic, and 

collectively-minded impulses among consumers to advance its efforts.  This would render 

the Group vulnerable, always, to charges—from other “consumer” formations, 

corporations, and government—that its claims to represent the “public interest” were self-

serving and that its arguments were grounded in politics rather than science.  But HRG’s 

approach would also give the Group the ability, in the words of long-time HRG Deputy 

Director Dr. Peter Lurie, to “pinch off pieces of this bigger social problem, identify them, 

bring data to bear on them, and…win.”162  

 
 HRG began, during the 70s and early 80s, to scrutinize drugs for infection, heart 

disease, diabetes, anxiety, and pain, in addition to hormones to regulate phases of female 

fertility.  The Group developed methods for influencing both regulation of these drugs 

and their use by physicians and consumers, and (along with PC as a whole) incrementally 

helped expand consumers’ opportunities to participate in regulatory processes.  As HRG 

carried out this program advocacy, they were building on the efforts of Aaron, Kallet, 

Moulton, Mintz, Fountain, and Nelson—who had raised concerns about some of the same 

drugs in the prior two decades—and seeking to reduce incidence of adverse drug 

reactions.  At the same time, the Group was, along with some segments of the women’s 

health movement, questioning the very social, political, and scientific process by which 

diseases came to be understood as diseases and the increasingly prominent role drugs 

played in that process.  “Only a handful of historians,” writes Greene in the introduction 

to his own monograph, “have explored the close history of the drug-disease relationship, 

the moral entanglement of pharmaceuticals and the production of medical knowledge, 

and the social lives that pharmaceutical agents lead beyond their immediate therapeutic 
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roles.”163  Fewer historians still, Greene observes, have done so in the course of treating 

subjects outside the realm of psychiatry—where “critics of psychopharmacology” have 

more readily and skeptically recognized the “the interconnections between therapeutics 

and diagnostics”—and inside “somatic” areas of medicine, “which seem most 

indisputably concrete in their mechanisms.”164  HRG, however, like some of the national-

level women’s health groups whose actions feature prominently within this circumscribed 

historical literature, self-consciously attempted to participate in shaping the “drug-disease 

relationship” in real time—and most frequently in areas of somatic medicine.   

 HRG’s understanding of the “public’s interest” in a given pharmaceutical did not 

always obtain.  FDA never fully assumed and codified the forceful role in defining the 

“public interest” in pharmaceuticals that HRG would have had it do.  HRG’s 

pharmacologic expertise and lack of a grassroots backing often dogged its claims to 

represent “the consumer,” and its “consumerism” sometimes undermined its claims to 

expertise.  As viewing HRG’s activities in relation to the women’s health and 

consumer/survivor movements suggests, however, the Group’s conceptualization of the 

“public’s interest” in pharmaceuticals had an internal coherence that went beyond an 

ideological, middle-class, self-interested anti-drug animus.   

 Historians of the “drug-disease relationship” tend to meet few obstacles in 

obtaining FDA records relevant to their studies through the Freedom of Information Act 

(FOIA) as the subjects of their scrutiny have often gone “off-patent,” but HRG’s efforts 

to gain access to drug data and FDA proceedings as they were unfolding, with the 

objective of intervening, helped make the PC’s Litigation Group and legislative 

watchdog/lobbying body—Congress Watch—among the more influential forces in the 
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history of the Freedom of Information Act (FOIA).165  Likewise, HRG’s impassioned 

attempts to intervene in pharmaceutical regulation and the “definition of disease”—while 

messier, more contentious, and based on less complete bodies of scientific literature than 

retrospective appraisals of the “drug-disease relationship”—did exert notable influence 

on the history of American drug regulation.  They also laid foundations for future patient-

consumer interventions, and advanced a more politically and epidemiologically ambitious 

vision for the “public’s interest” in pharmaceuticals than many other activist groups 

would subsequently, even if some consumers rejected their own figuration within HRG’s 

vision or took issue with the Group’s strategies or priorities.  The ways in which HRG 

did and did not see its vision for “rational therapeutics” realized reflect more than the 

cumulative resolution of a recurring ideological conflict over the static value of drugs:  

they reflect complex conflicts—with medical, social, political, and economic 

dimensions—over the prevention, treatment, and even the very definitions of multiple 

diseases.  
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HRG’s Advocacy around Antibiotics 

 
 
 
 With direct-mail contributions providing modest but steady funding, and with 

Wolfe as its primary engine and its unquestioned leader, HRG began to expand its 

prescription drug work beyond scrutiny of fertility-regulating hormones in the early 70s.  

After diethylstilbestrol (DES), the first specific prescription drug at which HRG took aim 

was an antibiotic:  erythromycin estolate, or Ilosone, which the Group sought to ban in 

1973.1  In 1974, the Group asked FDA to ban another antibiotic, metronidazole (Flagyl), 

from use in treating localized vaginal infections, and in early 1975, sought to limit use of 

another pair of anti-infective drugs—clindamycin (Cleocin) and lincomycin (Lincocin)—

to hospitals.2  Wolfe’s decision to target antibiotics early on was not surprising.  From the 

late 50s throughout the 60s the academic medical literature was, as one observer termed 

it, “positively teeming” with critique of physicians’ prescribing of antibiotics.3  These 

drugs were at the core, in these years, of reformers’ efforts to make epidemiologic 

methods of study design and data analysis central to the establishment of a “rational 

therapeutics,” which would, in turn, be institutionalized in regulatory policy.4   

 Wolfe, who had himself contributed to the growing literature on the side effects of 

chloramphenicol in the 60s, was part of what Scott Podolsky calls “a second generation 

of antibiotic reformers” that emerged in the 70s, molded by first-generation reformers 

like Barbara Moulton, Harold Dowling, and Maxwell Finland, who had led the campaign 

within academic medicine and in cooperation with congressional reformers to rationalize 

the use and production of antibiotics.5  Wolfe, in testimony he delivered in 1974 on 
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“overprescribing” and in testimony he delivered several months later with Nader before 

Kennedy’s hearings on national health insurance, identified the overuse and needless 

proliferation of antibiotics as both a preeminent pharmaceutical threat and emblematic of 

fundamental problems with American healthcare delivery.6  He cited Dowling, as well as 

newly-emerging voices in academic pharmaceutical critique, such as that of medical 

epidemiologist Paul Stolley, whose documentation of overzealous and irrational 

antibiotics prescribing had figured in Sen. Nelson’s hearings (and who would later serve 

on both the public board of inquiry that evaluated Depo-Provera and HRG’s staff).7  

 “Second-generation” antibiotic reformers generally were more concerned with 

changing the behavior of individual prescribers than “first-generation” reformers who had 

focused on altering industry’s practices, but Wolfe, because he tended to see physicians’, 

corporations’, and patients’ behavior as enmeshed in a broader set of social and political 

circumstances in need of change, brought an even broader scope and an activist vigor to 

therapeutic reform.8  Despite his hopes for more active, qualitatively different 

participation by both the federal government and consumers in conforming antibiotic 

development and dissemination to public need, however, Wolfe—cautioned first-hand by 

the frustrations of late-60s radicalism—also readily adapted his organization’s strategies 

and agenda to the political and social environment in which it operated.  

 
Erythromycin Estolate  
 
 Wolfe was convinced that the “antibiotics race” and the emphasis on 

pharmaceutical interventions in chronic disease resulted from a myopic application of 

epidemiological insights to public health policy and clinical practice that served private 

rather than public interests.  He argued that government and consumers needed to 



 

 

237 

actively re-orient health policy and research toward prevention and address 

environmental causes of disease closer to their origins.  Toward this end, he developed—

alongside Nader and the larger Public Citizen organization—a host of reform-seeking 

methods that integrated earlier techniques of therapeutic reformers with the more high-

profile, lay-inclusive, and litigious approach of civil rights and New Left activists and 

those who had mobilized spontaneously around fertility-regulating hormones.9  The 

Group’s efforts did often result in or inform congressional hearings, much as Barbara 

Moulton’s had, but the basic building-block of HRG’s approach was new:  the citizen 

petition combined with a press release.  This combination emulated and formalized the 

letter-writing and publicity-seeking that had been effective in pressing FDA to act in 

relation to Abbott’s contaminated intravenous fluid.  

 In the case of Ilosone, HRG filed a petition with the FDA that Morton Mintz wrote, 

in his coverage of the event, was “believed to be the first of its kind ever filed by a 

citizens’ organization.”10   It charged that the antibiotic caused liver damage in 

approximately 15% of patients treated for more than a couple of weeks and was no more 

effective than other drugs with less serious risk of adverse reactions.11  The sixteen-page 

petition read like many case studies that had figured within congressional investigations 

of the pharmaceutical industry and the adequacy of drug regulation during the prior 

fifteen years, some of which Mintz had presented in The Therapeutic Nightmare.  The 

document cited recent evidence of liver damage in medical literature; critiqued the lone 

study upon which FDA had relied to the drug’s safety; indicted written advice that the 

manufacturer, Eli Lilly, had distributed to its detailmen suggesting they downplay “the 

jaundice problem” (entered into the congressional record during Sen. Nelson’s hearings 
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two years earlier); noted that Lilly had left out the incidence of jaundice that FDA had 

required be included in its labeling in 1973; argued that Ilosone’s ability to accrue in the 

blood in higher levels did not constitute evidence of superior efficacy; and cited several 

federal and academic healthcare delivery institutions that had ceased using Ilosone 

because of its liver effects.12  Yet, as a citizen petition submitted under the authority of 

the Administrative Procedure Act, which mandated that the government respond, the 

document modeled a method of seeking redress that, ostensibly, any American could 

employ.   

 Indicating the significant impact of HRG’s first petition, FDA scheduled an 

advisory committee meeting to contemplate its content.  Since the mid-60s, when FDA 

convened its first permanent advisory committee in order to consider problems associated 

with birth control pills, the agency had increasingly come to rely on these panels of extra-

agency experts to assist with contentious issues in drug review.13   On this panel’s 

recommendation the FDA directed Lilly to include in the drug’s labeling a higher 

estimation of the incidence of jaundice, but did not withdraw approval, accepting 

evidence that the antibiotic was more effective than others for treatment of some 

conditions.14   

 HRG reprised its effort six years later, arguing in an updated petition that neither 

the box warning that FDA had required Lilly to include on the label nor the notice FDA 

itself circulated to doctors stressing liver effects had adequately curbed unnecessary 

prescription of Ilosone.  The Group pointed out that FDA’s voluntary adverse drug 

reaction report file for the previous three years showed high rates of liver illness 

associated with the drug and that new articles in the medical literature undermined the 
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case for erythromycin estolate’s superior efficacy.15  Five months after Wolfe expressed 

to the director of FDA’s Bureau of Drugs his intent to re-petition the agency, and the day 

before HRG followed through, FDA asked Lilly to remove the drug from the market and 

announced its intent to withdraw the drug’s approval—though the agency maintained it 

acted without regard for HRG’s pending petition.16  Lilly refused, however, requesting 

another audience with the agency’s advisory committee and promising to submit new 

evidence of the drug’s superior effectiveness.17  After the second advisory committee 

meeting, which took place in 1980, FDA decided not to ban the drug, reasoning that the 

manner of administering the drug could partially mitigate side effects.  Wolfe called the 

FDA’s decision “inconsistent with the findings” of the advisory panel and considered 

bringing a case against the agency in federal court.18  When HRG began producing its 

consumer guide to widely-used drugs later in the decade, the book advised against taking 

erythromycin estolate.19 

 
 
Metronidazole 
  
 HRG’s 1974 initiative against metronidazole—an oral antibiotic indicated in 

localized vaginal infections—likewise resulted in an advisory committee meeting and 

strengthened warnings, but again did not achieve the full restriction the Group sought 

based on evidence that the drug was carcinogenic in laboratory animals.20  In this case, as 

in numerous others throughout the 70s in which HRG petitioned multiple federal 

agencies for stricter regulation of substances associated with tumor formation in animal 

studies, the Group argued that only the most compelling and immediate health benefit 

should outweigh the doubt that the substance’s carcinogenicity in animal tests cast on the 
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substance’s safety for humans.  In its March petition and supplementary letter in October, 

HRG argued that FDA labeling downplayed evidence of cancers in animals and that, 

given the fact that the trichomonas vaginitis infection was not life-threatening and only 

distressing—unlike the other forms of amoebic infection for which the drug was 

approved—the agency should withdraw approval for this use (the one that made the drug 

one of the most commonly prescribed pharmaceuticals).   

 In 1960 congressional debate over regulation of color food additives, Harold Aaron 

had argued that the Delaney Clause should apply not only to foods, but to drugs and 

cosmetics, and with respect to Flagyl, HRG likewise advocated using a risk-benefit 

calculus similar to that the Group sought for color additives.  Like food coloring, the 

Group maintained, metronidazole’s benefit was “trivial” next to its risks, however 

difficult those risks were to quantify.21  As John Wargo documents, however, “scientific 

uncertainty” surrounding carcinogenicity of substances in animals as opposed to humans 

has played an “enormous role” in FDA implementation of the Delaney Clause with 

respect to foods, and such uncertainty entered even more readily into debates over drug 

safety.22  The Advisory Committee on Obstetrics and Gynecology recommended Flagyl 

remain on the market with stronger warnings and prescribing instructions. Anita 

Johnson—an HRG attorney deeply involved in FDA matters in the 70s, co-signatory of 

the Flagyl petition, and early participant in the National Women’s Health Network 

(NWHN)—pointed to the uncertainty that stemmed from human cancer’s long latency as 

a reason for precautionary action.23  But the temporal remoteness of cancer’s potential 

onset also made it difficult for public-interest groups to rally supporters to their causes 

when they objected to numerous suspected carcinogens.  With metronidazole—although 



 

 

241 

HRG’s petition received coverage in national newspapers and a “wide circulation among 

physicians” that prompted The Medical Letter to express support for its content—the 

FDA soon concluded, as an agency spokesperson told an L.A. Times reporter, that “the 

Health Research Group seems to be the only group upset.”24   

 When the same reporter closed her article with the anecdotal observation that a 

particular physician had “stopped prescribing the drug on his own initiative” in light of 

the controversy—despite his belief that the drug was more effective than others for 

trichomonas vaginitis—because he didn’t “want to take any chances medically or 

legally,” she left unclear the desirability of this outcome.  In subsequent years HRG, 

however, would make clear its own position that the pecuniary interests of injured 

patients could function as a necessary and legitimate force in altering prescribing 

behavior in the face of what the Group saw as inadequate regulation.       

 Even as HRG failed to summon a grassroots uproar over the possible 

carcinogencity of a widely-prescribed drug, however, the Group’s familiarity with the 

safety data on Flagyl, in combination with its other FDA-focused efforts and alliances 

with John Nestor, other dissident medical officers, and congressional and academic 

therapeutic reformers, did help establish the Group’s authority to participate in high-level 

debate over broader issues of pharmaceutical regulatory policy.25  In 1975, Flagyl became 

a premier example for those seeking stricter regulation of drug research and development. 

FDA, which was conducting internal investigations of its own supervision of drug 

research and drug review processes alongside Kennedy’s subcommittee and the General 

Accounting Office (GAO), uncovered that metronidazole’s manufacturer, Searle, had 

fabricated carcinogenicity data that it submitted to FDA with its new drug application 
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(NDA).26  Soon after this discovery, in 1976, the GAO issued its report Federal Control 

of New Drug Testing is Not Adequately Protecting Human Test Subjects and the Public, 

which revealed, in Dan Carpenter’s words, “the debility of the procedures and institutions 

governing research.”27  In 1977, with Carter’s new HEW appointees in place, the Review 

Panel on Drug Regulation (the independent body appointed to investigate the charges 

leveled at the FDA Bureau of Drugs during the 1974 Kennedy hearings featuring Nestor) 

issued a report (the Dorsen Report) that largely corroborated the accounts of those who 

had identified numerous problems with drug review before Congress.  The Dorsen Report 

resulted in Nestor’s reinstatement in his previous post and recommended profound 

administrative and legislative reforms of pharmaceutical regulation along the lines of 

those HRG sought.28   

 Even as HRG failed in its efforts to see Flagyl banned for its most often-prescribed 

indication, the controversy surrounding Searle’s data for the drug made the Group’s 

concerns about the drug itself and the regulatory process generally seem rooted in reality, 

and its reform prescriptions less extreme.  When Carter took office, he and his 

administration initially had extraordinarily warm relationships with Nader and the 

consumer advocacy community.  Accordingly, HEW under Carter’s appointee Joseph 

Califano (and, within HEW, FDA under Donald Kennedy) acknowledged the need for 

reform of drug regulation as diagrammed in the Dorsen report and adopted a reform-

ready posture, inviting the collaboration of Sen. Kennedy, other congressional reformers, 

and groups like Public Citizen in effecting “top-to-bottom” reform.29   

 
Clindamycin and Lincomycin 
 
 But despite HRG’s confidence in and open communication with FDA Comm. 
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Donald Kennedy, the Group continued to pursue a delineation of the “public’s interest” in 

pharmaceuticals that the FDA would never fully effect through procedural or legislative 

reform.  Even as the administration’s and Sen. Kennedy’s attempts at omnibus drug 

reform foundered at the close of the 70s in the face of industrial opposition, HRG 

continued to press for yet more ambitious reform than FDA or Congress seriously 

contemplated and developed more refined and aggressive tactics for securing discrete 

changes in the interim.30 HRG’s concerns about Flagyl, for instance, accorded with the 

Group’s stance that all drugs should be subject to both acute and chronic toxicity testing 

in animals before testing on, let alone marketing to, humans—a demand that Comm. 

Kennedy formally rejected in 1979.31  The Group’s view of Flagyl also substantiated its 

never-met demand that all drug testing should be removed from the drug industry’s 

purview, with FDA administering impartial testing by third-party researchers. 

 Concerns HRG voiced about another set of antibiotics during the 70s, clindamycin 

and lincomycin, likewise supported the Group’s demands for impartial third-party testing, 

as well as their equally radical proposal that Congress should “prohibit FDA from 

approving any drug that does not offer substantially improved safety or effectiveness 

above existing drugs in the same therapeutic category.”32  Multiple articles that suggested 

a link between clindamycin and colitis had appeared in medical journals in 1973 and 

1974, prompting Wolfe to present the drug and the chemically-similar lincomycin as two 

of the chief examples of “the long known pattern of overuse” of antibiotics in his 1974 

testimony on the issue of overmedication before Kennedy’s committee.33  Soon more 

case reports of adverse events reached publication, and The Medical Letter urged 

clindamycin’s use only for a small number of severe infections or in patients allergic to 
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other antibiotics.34  Upjohn issued its own “dear doctor” letter to physicians nationally 

emphasizing colitis risk.35   

 In January 1975, after HRG obtained FDA records of 15 deaths from adverse 

reactions, the Group asked FDA to warn physicians of the added risk associated with this 

drug and lincomycin, suggesting specifically that FDA advise physicians to limit use of 

the drug to hospital settings.36  Wolfe suggested that of approximately 6 million 

prescriptions filled for clindamycin in 1973, 75% were “written to treat diseases for 

which no antibiotic is effective…or where a much less dangerous and more effective 

antibiotic would be better.”  HRG also released its letter, which referred to clindamycin 

as “the chloramphenicol of the 1970’s,” to the press.  When Sen. Gaylord Nelson opened 

hearings on the Safety, Efficacy, and Use of Antibiotics – Clindamycin and Lincomycin 

twelve days later, Wolfe sent a letter to the senator describing the “large number of letters 

and phone calls from patients or relatives of patients who got colitis from these drugs” 

that HRG had received in the interim and urging him to “support any legislative or 

regulatory efforts designed to curb the abuse of these antibiotics and others—such as 

chloramphenicol—which are extraordinarily overprescribed and misprescribed.”37   

 The FDA convened an advisory committee to consider the drugs the day before 

Nelson’s hearings began, and when then-Commissioner Schmidt testified before the 

senator’s committee, he acknowledged an association between the drugs and at least 32 

deaths from colitis.  He also reported, however, that the advisory panel had recommended 

against banning the drugs and suggested instead that FDA issue its own “dear doctor” 

letter to all U.S. physicians advising them not to prescribe the drugs for everyday 

infections and force Upjohn to issue stronger warnings.38  The FDA suspended Upjohn’s 
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advertising for the two drugs for five months (during which prescriptions fell 

dramatically), issued a bulletin to physicians, and ordered the company to alter its 

labeling and include a warning in advertisements.39   

 Ben Gordon, during the final session of hearings on the drug in July 1975, raised 

concerns about how Upjohn’s vigorous resumption of advertising would affect 

prescribing, arguing that new ads that contained the required warning did not make it 

adequately prominent.40 Gordon and Nelson re-entered the transcript of their 1967-68 

hearings on chloramphenicol into the congressional record alongside the new discussion 

of clindamycin and lincomycin, underscoring the potential for outsize, rebounding sales 

of an antibiotic in the face of severe and well-established attendant risks.41  Schmidt 

concurred that the ads were undesirable, and pointed out that this was the sort of issue 

that FDA was seeking to address through its proposed rewriting of advertising regulations 

for prescription drugs—a process that had formally begun a few months earlier and 

would be finalized in 1979.42  HRG had submitted comments on the agency’s proposed 

labeling and advertising regulations, calling them “an improvement over current 

practices,” suggesting several measures to make drugs’ risks even more apparent in 

labeling and advertisements, and urging FDA to provide the same information on drug 

safety and efficacy that labels communicated to physicians to patients with all 

prescriptions.43   

 Although HRG achieved much of what it had hoped to with its petition, the Group 

did not consider additional warnings and the eventual tightening of advertising 

restrictions an adequate response to the overprescription of clindamycin, lincomycin, or 

other drugs.  In the several years following the advisory committee meeting, hearings, 
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and FDA action on clindamycin and lincomycin, HRG used the drugs as an example in 

making multiple arguments about the necessity of strengthening drug regulation.  The 

Group cited the pair of antibiotics in arguing that:  FDA needed to regulate clinical trials 

of investigational new drugs more strictly and remove such trials from drug industry 

control; FDA should not approve new drugs unless they were a therapeutic improvement 

upon existing drugs; patients themselves should receive FDA-approved labeling with 

every prescription dispensed to them, and—in the case of certain drugs with particularly 

complex risk-benefit considerations or that were often prescribed off-label—physicians 

should provide written information to patients at the time of prescription.44 

 
The Clindamycin Clearinghouse, HRG, and the Development of Toxic Torts 
 
 During the first few years following HRG’s initiative regarding clindamycin and 

lincomycin, as Upjohn continued to market the drugs, the Group also began a new project 

with the objective of reducing/preventing what it saw as overuse of these antibiotics.  In 

1975 or 1976, HRG began producing quarterly newsletters and selling subscriptions 

directly to trial lawyers, at a price of $50 per year, in order to communicate information 

the Group had gathered on drugs it considered dangerous or inadequately regulated, 

including clindamycin and lincomycin.45  The clearinghouses (as HRG referred to them 

internally and in the advertisements it ran in the journal of the Association of Trial 

Lawyers of America, Trial magazine) contained information from published medical 

literature, occasionally from medical records that HRG received to review, and from 

FDA files to which HRG had gained access through either laborious Freedom of 

Information requests or lawsuits, or, less frequently, FDA whistleblowers.46  As Wolfe 

explained in the 70s—and continues to explain today, although HRG stopped maintaining 
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such clearinghouses in the 90s—HRG offered this assistance to plaintiffs’ lawyers in part 

because they believed that such tort actions were “the law being used to regulate.  When 

a drug company gets hit with tens of millions of dollars worth of law suits,” said Wolfe in 

1978, “it will make them think a little about what they are doing….The regulatory route 

doesn’t do it all. We need both… We think [the suits are] an important addition to just 

using leverage on the FDA.”47  HRG was equally vocal in supporting plaintiffs’ 

unconstrained ability to bring medical malpractice suits against healthcare providers and 

institutions.48  Such suits have become a major deterrent to off-label prescribing of drugs 

by physicians—a practice that FDA does not regulate at all (unlike off-label promotion 

by drug companies).49   

 The clearinghouses, as well as those that another group Nader had helped foster, the 

Center for Auto Safety, began to maintain in the mid- to late-70s, constituted a logical 

extension of work Nader himself began to do as president of Public Citizen, combating 

state-level initiatives to curb product liability suits.50  In the early 80s, legislators also 

began mounting federal-level products liability reform initiatives in earnest.  With Joan 

Claybrook—the lawyer who had led Public Citizen’s Congress Watch division before 

joining the Carter administration as the head of the National Highway and Traffic Safety 

Administration—as PC’s president, Congress Watch became one of the foremost lobbies 

opposing proposed measures nationally and in the states.51  In the 90s, the Litigation 

Group would begin taking cases to try to limit state courts’ acceptance of the defense—

used against tort claims—that federal regulation preempted state laws on which such 

claims were based.52  In the mid-70s, though, the clearinghouses were innovative, as were 

the tort suits and collaborations between tort lawyers that they helped foster. It was in 
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these years that lawyers began to win impressive awards and settlements for clients 

claiming injury from prescription drugs and bring the first mass toxic substances 

litigation against pharmaceutical companies.53    

 In the second half of the 20th century, the American judiciary had begun moving 

toward “strict” product liability, which meant judges ruled on plaintiffs’ behalf if those 

suing were able to prove that a product the defendant produced caused their injury—

whether or not the defective or injurious aspect of the product resulted from the 

defendant’s negligence in production.54  In the 60s, courts began to find defendants liable 

for plaintiffs’ claims, even without proof of negligence, and by the 70s there had been a 

sea-change, with manufacturers becoming more broadly liable for flaws in manufacturing 

and design, as well as failures to warn consumers of products’ risks.55  Lawyers suing on 

behalf of clients claiming injury from the cholesterol-lowering drug MER/29 (which 

caused eye and skin disease and which FDA removed from the market when John Nestor 

and a colleague discovered the sponsor, Merrell, had falsified data in its New Drug 

Application) pioneered toxic substances litigation in the realm of prescription drugs in the 

60s and established the first clearinghouse to pool evidence and expertise.56  But the field 

of toxic torts really broke open in the early 70s when thousands of victims of asbestos 

poisoning began bringing suits.57   

 In a landmark decision in an asbestos suit that was particularly important in paving 

the way for pharmaceutical-related torts, a judge ruled in 1973 that manufacturers were 

obligated to adequately research the unique risks that might be associated with their 

products.58 In tort suits against pharmaceutical companies, the issues were generally 

whether the manufacturer’s product caused the plaintiff’s injury, which made expert 
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medical and scientific testimony central to these proceedings, and whether the 

manufacturer failed to warn the consumer (by way of his/her doctor) of the risks 

associated with the product.  It was with respect to the latter issue that the link that 

asbestos solidified between inadequate research and failure-to-warn was a significant 

legal and historical development.59   

 One of the drugs for which HRG opened a clearinghouse in the mid-70s was DES, 

which was the first drug to become the subject of large numbers of lawsuits during the 

decade and would have a profound impact on the history of tort law.60  By 1983, health 

journalist Robert Meyers could assert with accuracy that “The DES bar has become a 

mini-industry, complete with its own magazine, annual meetings, and everything except 

uniforms.”61  Members of this “DES bar” constituted a diverse “cadre of lawyers…some 

of whom take nothing else but DES cases, some of whom see the issue as an extension of 

consumer rights, women’s rights, or as yet another case of corporate manipulation of 

consumer needs.”62  In the first decade after the dangers that DES poses to the offspring 

of exposed women became widely known, 6,000 plaintiffs filed 600 lawsuits in over 40 

states.63  Lawrence Charfoos, the first major DES attorney, helped found the American 

Trial Lawyers Association (ATLA, now the American Association for Justice ) in 1972, 

which moved to Washington in 1977 and became the premier trade association and lobby 

for trial lawyers.64  Another pioneering DES attorney became chairman of the board of 

the National Women’s Health Network (NWHN) in 1982.65 

 PC’s Litigation Group brought its own DES case, against both manufacturer Eli 

Lilly and the University of Chicago, which had administered DES to pregnant women as 

part of a research study in the 1950s without informing the women that they were taking 
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anything other than vitamins.66  Wolfe proposed the case to the Litigation Group after 

Assistant Secretary of State and former Congresswoman Patsy Mink and another woman 

told him that they had been unwitting subjects in that study, and the PC lawyers 

attempted to bring a class action against both the company and the university.67  The 

court ultimately would not certify the class action, and dismissed the case against Eli 

Lilly, but upheld the cause of action against the Chicago clinic, which settled with the 

plaintiffs after a trial began in 1982.68  The University of Chicago agreed to pay $250,000 

to Mink and the two other named plaintiffs, to provide medical examinations for the three 

women’s children and the children of all 1,000 women subject to the study, and to notify 

all these participants of the settlement and available treatment.69  The settlement was, 

reported one of its lead lawyers to PC’s membership in 1982, “the first time that a 

University has been forced in a court of law to accept responsibility for the adverse 

consequences of its research.”70   

 Plaintiffs’ attorneys had also won some significant victories against pharmaceutical 

companies by the late 70s.  Attorneys won the first case on behalf of a DES-exposed 

person in 1979, securing a $500,000 award for their client, and setting the significant 

precedent that a single manufacturer could be liable for a consumer’s injury—even if it 

was not clear that it had produced the particular pills that consumer took—simply by 

virtue of being one of the first and largest producers of the drug.71  The Plaintiffs in 

another DES case won $800,000 by arguing successfully—if exceptionally so in the 

subsequent history of tort—that all producers of the product could be liable for patients’ 

injuries in proportion to their share of the drug’s market.72  Lawyers in two different 

cities who had been subscribers to HRG’s clindamycin clearinghouse had won, together, 
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$710,000 by 1978.73  “It’s going to hurt them [the drug companies],” Wolfe said of the 

advent of the clearinghouses, “and it should.”74  This conviction, however, like that HRG 

maintained about desirability of strict government gatekeeping to the pharmaceuticals 

market, pitted the Group against the drug industry in fierce political debate.  Opponents 

of strict pharmaceutical regulation had begun to argue in the early 70s that the ’62 

amendments to the FDC Act were creating a “drug lag”—a delay in the introduction of 

new drugs to the American market as compared to the European market.75  It was as these 

arguments began to gain political traction (despite HRG’s strenuous counter-arguments) 

in the late 70s and early 80s, that the Group and Gaylord Nelson saw their shared visions 

for thoroughgoing omnibus reform frustrated and that tort suits began to bear fruit. As 

some plaintiffs met with success, and as liability insurance companies raised premiums in 

the early 80s, representatives of the pharmaceutical industry argued that not only 

government regulation, but private lawsuits, were threatening innovation and weakening 

the U.S. companies’ market position internationally.76   

 At the same time as HRG developed arguments refuting the existence of a 

regulation-induced “drug lag”—namely, that few products for which the drug industry 

had recently sought FDA approval offered therapeutic gain over existing products—the 

Group worked jointly and in parallel with Nader, Joan Claybrook, and PC’s Congress 

Watch to argue against the existence of a “liability crisis.”  HRG and PC maintained that 

rising insurance rates were primarily a function of exploitative practices on the part of the 

insurance industry and in most of the areas in which tort litigation had been proliferating, 

suits were not “frivolous.”77  For HRG, both of these political battles turned on the issue 

of “rational therapeutics,” or the public’s interest in pharmaceuticals.  In “drug lag” 
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debate, HRG not only defended the federal role in articulating the public’s interest in 

drugs, but argued that the FDA should assert itself more forcefully by making its 

consideration of relative efficacy in drug approval more explicit and its requirements for 

testing drugs’ safety more stringent.  FDA, HRG believed, needed to promote the 

public’s health rather than the pharmaceutical industry’s economic well-being and should 

recognize an utter distinction between the two.  In product liability debate, HRG argued 

that tort suits were an indispensable mode by which the “public” could assert its own 

interests in the pharmaceutical realm. In lieu of the forcefulness and receptivity to 

consumer groups’ input that HRG wanted FDA to exhibit, the Group saw the latter mode 

of seeking consumer redress and using “the law…to regulate” as especially important. 

 HRG also, however, recognized and grappled with the imprecision of this powerful 

implement for securing the “public’s interest” in prescription drugs and its inadequacy as 

a substitute for a well-informed, grassroots social movement that could alter government-

based forms of regulation.  No-fault compensation schemes (in which an aggrieved party 

can receive compensation without proving that another party is at fault), such as those 

established by state-level workers’ compensation statutes, and federal regulations like 

those stemming from the FDC Act both constitute methods of protecting workers and 

consumers from risk, and no-fault arrangements provide a source of recompense for 

injury.   Tort suits can also provide compensation to injured parties and, prospectively, 

protect other worker/consumers from risk—functions that legal analysts call 

“instrumental.”78  But with the punitive damages that tort actions can potentially extract 

from guilty defendants, such suits also can serve “a retributive justice function, one that 

rather than being instrumental,” as legal scholar Michael Green explains, “is an end in 
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itself” that can conflict with instrumental ends, and from which plaintiffs’ lawyers can 

benefit handsomely.79   

 It was precisely this potential for conflicts between plaintiffs’ attorneys’ objectives 

and plaintiffs’ and consumer advocates’ objectives—seeing injured consumers 

recompensed and the risk of injury to other consumers from the same exposures reduced 

in the future—that tempered the warmth of the HRG’s relationships with trial lawyers.  

As Green explains, in the 70s and afterwards individual plaintiffs and smaller groups of 

complainants alleging injury from toxic substances continued to file discrete suits against 

manufacturers, but the decade—largely as a result of asbestos and early prescription-drug 

litigation—did see the contingent fee structure of tort cases bringing about a “paradigm 

shift.”  Departing from the “traditional model of adversarial litigation,” in which “the 

contending parties are the central focus,” a new model emerged in which “an 

entrepreneurial attorney provides financing for the litigation, arranges for necessary legal 

services, controls the course of the case, [and] receives significant compensation,” 

frequently with the outcome of a “global resolution to be apportioned among the faceless 

and sometimes unidentified [future] claimants.”80  HRG did believe that there were 

sometimes such large numbers of consumers injured by unsafe or ineffective drugs that 

mass torts were necessary, but they did not believe that all such mass claims were 

legitimate, and objected to the manner in which some mass torts—that the Group 

perceived as sacrificing the “instrumental” ends of adequate compensation and 

deterrence—were conducted.   

 Even as HRG worked to support some tort lawyers directly with the clearinghouses 

and PC as a whole fought “tort reform,” the Group came into conflict with some 
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plaintiffs’ attorneys by critiquing the scientific bases for some claims, admonishing (and 

refusing to collaborate with) lawyers who consented to gag orders that would limit 

dissemination of revelations yielded by discovery, and assisting PC’s Litigation Group as 

it began intervening in class-action litigations it saw as apportioning too much 

compensation for attorneys and too little for those attorneys’ numerous plaintiff-clients.81  

In 1980, an HRG attorney floated an idea on Ralph Nader’s behalf at the annual ATLA 

meeting for a public-interest firm made up of trial lawyers, which resulted in the 

founding of the not-for-profit organization Trial Lawyers for Public Justice (TLPJ) two 

years later.82  With Joan Claybrook on its board, helping to recruit founders and steer its 

mission, TLPJ would bring class action lawsuits and, like PC, work to reduce plaintiffs’ 

attorneys’ exploitation of plaintiffs (though opponents would argue this also increased 

plaintiffs’ and attorneys’ joint exploitation of courts).   

 The convolutions of HRG’s important but fraught connection with trial attorneys 

are illustrative, not only of the delicate balance of pragmatism and principle that the 

Group attempted to strike in its advocacy for the “public’s interest” in pharmaceuticals, 

but of complexities within the larger consumer movement that political and historical 

analyses often obscure by reducing the motives of late 20th-century consumerism to the 

uniform and narrow pursuit of middle-class economic interests. 

From the time that Nader first appeared on the national scene in his confrontation 

with General Motors, opponents—on both the left and on the right, at different 

junctures—accused him and his affiliates of having overly-friendly relations with trial 

lawyers and direct pecuniary interest in public policies that comported with tort lawyers’ 

lobbying agenda.83 General Motors had looked for evidence that Nader was himself 
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representing plaintiffs in Corvair litigation while he wrote Unsafe at Any Speed and 

pressed for auto safety legislation in Congress, and those on the right tended to make this 

accusation when they sought to undermine consumer advocates’ claims to represent the 

“public interest.”   Meanwhile, those on the left tended to make this accusation when 

conflicts arose between subsets of the consumer movement about the adequacy of 

proposed no-fault insurance systems that would limit consumers’ abilities to bring tort 

claims.84  In the mid-70s, and again in the late-80s and early 90s, Nader alienated 

numerous consumer groups—particularly those devoted to low-income and minority 

consumers, in the 90s—by first remaining agnostic on the issue of no-fault auto 

insurance, and then opposing proposals for its implementation.85   

In 1991, Nader opposed no-fault insurance legislation for California that 

consumer groups (led by Consumers Union) drafted and that had the insurance industry’s 

support.  Nader viewed its benefits for consumers as inadequate to warrant curbing of tort 

prerogative and inferior to those afforded by no-fault plans in other states, while 

consumer groups supporting the measure argued that auto insurance and conventional tort 

were regressive in nature and Nader was sacrificing poor and working-class Californians’ 

interests to middle-class interests.86  In the context of auto insurance, in which civil suits 

of driver-against-driver may deter poor driving but are arguably a much less essential use 

of “the law…to regulate” than other tort actions, there are arguably fewer reasons for 

consumer advocates to reject no-fault plans.87  This lent credence to consumerists’ 

allegation that Nader’s collaboration with trial lawyers against no-fault insurance 

betrayed middle-class economic sympathies that led him to reject a plan that promised to 

cut premiums for lower-income consumers but raise them for others (whereas Nader, PC, 
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and CU were united, in the late 90s, in opposition to federal legislation that would have 

imposed a radically less consumer-protective version of no-fault auto insurance on 

states).88  But tort action against pharmaceutical manufacturers, unlike suits of driver 

against driver, arguably did represent an essential function of “the law used to regulate,” 

if government regulation of the pharmaceuticals market was inadequate.  HRG’s support 

for tort prerogatives, therefore, cannot simply be seen as disregard for drug prices and 

therefore symptomatic of a late 20th-century consumer movement that had abandoned 

working-class consumers and substituted concern for consumers’ health and safety for 

concern for consumers’ economic well-being.89   

HRG’s tempered embrace of tort—like its FDA-related policy battles—

constituted a mid-70s adaptation of the critique articulated in the late-60s by Health/PAC, 

which had alleged that the American healthcare system substituted drug industry 

“rationalizations” for “rational therapeutics.” 90  With the boundary between clinical 

experimentation and drug marketing/clinical care as porous as HRG perceived it to be, 

the Group did not consider price controls or price-negotiation that might materialize 

under an increasingly-unlikely form of national health insurance to be a proactive-enough 

measure for protecting public health and conforming the pharmaceuticals market to the 

public’s interest.  HRG believed that FDA applied epidemiologic methods and insights 

both too much and not enough in drug review and the regulation of drug research: the 

agency scrutinized study design and statistical methods in pre-market drug review 

(sometimes failing to give adequate weight to animal studies and clinical case reports), 

but did not impose enough requirements for post-market studies or, for investigational 

new drugs, demand epidemiologically-corroborated answers to the question “is this drug 
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worth testing?” asked from what HRG considered to be the consumer’s point of view.  

Because of these shortcomings that HRG perceived in regulation, and because of the 

limits to the information about past or ongoing research that FDA could even extract 

from pharmaceutical companies, the Group saw consumer litigation as a necessary force 

for rationalizing therapeutics.   

HRG tried to wield the cumbersome and unpredictable instrument of tort with 

care, guided by what the Group saw as the end of rational therapeutics, and by a 

pragmatic, rather than ideological commitment to private litigation prerogatives.  And as 

some analysts have concluded, the impact of toxic substances litigation on the American 

pharmaceutical (and medical device) industry has, in fact, been circumscribed, with 

liability profoundly affecting only certain categories of product, in particular, drugs taken 

during pregnancy, vaccines, and contraceptives. Suits against producers of asbestos, the 

Dalkon Shield, and Bendectin (a drug prescribed for pregnancy-related nausea) 

accounted for 60% of the increase in federal court filings between 1976 and 1986, and the 

latter two products, along with silicone breast implants, account for the great proportion 

of products liability tort actions against the pharmaceutical/medical device industries 

from the 70s through the 90s.91  But despite HRG’s and PC’s efforts to deploy the 

pecuniary interests of plaintiffs and their attorneys in a controlled manner, in the service 

of “rational therapeutics,” tort suits were not precision instruments for regulating industry 

behavior, and association with product liability lawyers remained politically burdensome.   

HRG did not establish a clearinghouse about Bendectin, for example, or explicitly 

encourage consumers to sue the drug’s manufacturer, Merrell-Dow.  After tort suits that 

charged the drug had caused birth defects began to proliferate in the late 70s and early 
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80s, the Group stated publicly, alongside the FDA and the company itself, that there was 

no evidence that established a causal connection between use of the drug in pregnancy 

and such deformities.92  This was despite the fact that the Group had by this time become 

one of the most vocal critics of Bendectin, and demanded its removal from the market by 

FDA.  In his 1974 testimony on overprescribing, using FDA surveillance data on the 

drug, the results of the Drug Efficacy Study Implementation (DESI) review, and the 

recommendations of the AMA Council on Drugs, Wolfe cast doubt on the drug’s efficacy 

and thus the advisability of its use during pregnancy.  In 1981 and 1982, the Group 

petitioned FDA for Bendectin’s removal from the market, sued the agency under the 

FOIA to obtain safety and effectiveness data, publicly chastised the agency for failing to 

locate certain Bendectin data or force Merrell-Dow to conduct requested efficacy studies, 

and urged FDA to require Merrell-Dow to include a patient package insert with the 

drug.93   

In light of the DESI review and FDA’s resulting demand that Merrell produce 

additional evidence of Bendectin’s efficacy, the company had removed one of the drug’s 

three components in 1975.  In the late 70s, however, a woman who suspected that 

Bendectin had caused her son’s birth defects brought additional scrutiny to the drug—

which 25-30% of pregnant women took—in the FDA, in Congress, and in the press.94  

The evidence that suggested the drug could cause birth defects was sparse, and if 

Bendectin was a teratogen, it was a weak one.95  But the existing evidence also could not 

rule out the possibility that the drug could cause birth defects in the offspring of a small 

percentage of patients.  By 1981, 100 to 200 plaintiffs were already endeavoring to hold 

the drug’s maker legally responsible for their children’s birth defects.  The National 



 

 

259 

Enquirer—alerted by a high-profile trial attorney—had called Bendectin a “new 

thalidomide,” and other less sensational press organs also publicized the safety questions.  

The FDA had held an advisory committee meeting to assess the drug, and Congress had 

held a hearing on the subject.96  The FDA advisory committee agreed in 1980 that there 

was no evidence of an association between Bendectin and birth defects, but advised the 

agency to demand more evidence of the drug’s effectiveness and to narrow the indication 

for use only in severe morning sickness unresponsive to other non-drug treatments.97 

 HRG filed its first petition to have the drug removed from the market eight 

months later, concentrating on the lack of evidence of efficacy, shortly before two 

Congressmen—assisted by John Nestor—publicly urged FDA to investigate Bendectin 

further.98  A year later, HRG renewed its petition, this time incorporating the few recent 

animal studies and human case-control studies that seemed to corroborate concerns about 

the possible relationship between the drug and birth defects.99  In spring of 1983, HRG 

drew attention to what it saw as FDA’s continued mishandling of Bendectin, renewed its 

petition for the drug’s removal from the market (incorporating a new study that found an 

association between the drug and the birth defect pyloric stenosis), and urged that a 

patient package insert be mandated for the drug in the interim.100  When Merrell-Dow 

itself pulled Bendectin from the market in June, in the midst of negotiating new warnings 

in labeling and a “dear doctor” letter with FDA, HRG celebrated the event publicly.  

HRG extolled also the 50% decrease in use of the drug that had taken place over the 

preceding several years—down from approximately 2 million prescriptions—when the 

company suspended promotion of the drug under FDA pressure and controversy 

mounted.101  HRG was satisfied with this outcome, but immediately found itself 
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countering Merrell-Dow’s claim that Bendectin was “the ‘victim’ of a litigious society,” 

and the related allegation that HRG was, itself, a self-serving and ideologically-driven 

instigator of destructive litigation.102 

As Green documents, Merrell-Dow carefully planned the withdrawal of the drug, 

with attention to “financial, public relations, legal, and political consequences.”  The 

company took deliberate measures—including reaching out to physicians through 

detailmen and editorials in medical journals—to “tell the story of a safe and effective 

drug…being driven from the market because of unjustified products liability lawsuits” 

and thus “make Bendectin a martyr of tort law.”103 Wolfe alleged that the orchestrated 

withdrawal began when the company tripled the drug’s price three months before it 

pulled Bendectin altogether:  it looked better for the company to remove the drug on the 

basis of diminished sales and purported financial strain from lawsuits than as a result of 

safety concerns.104  The effort to make Bendectin a “martyr” was largely successful. The 

drug figured prominently in critique of the tort system as it gained traction during the 80s 

and in the resulting debate over how to make the system more efficient, whether by 

altering the structure of plaintiffs’ access to the courts or by reforming courts themselves, 

altering the ways in which plaintiffs could present evidence in support of their claims.105  

A mass of consolidated Bendectin suits against Merrell-Dow also resulted in a 1992 

Supreme Court ruling Daubert v. Merrell-Dow Pharmaceuticals, which was of great – 

although as-yet somewhat indeterminate – significance to the development of toxic torts 

and the heated debate over the need for tort reform.106   

Before Daubert, judges would make decisions as to whether scientific evidence or 

expert testimony based on scientific study should be admissible in a trial based on a 
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standard of whether the science at issue was “generally accepted” in the scientific 

community.107  As the question of how judges determined “general acceptance” became 

increasingly contested—with respondents like Merrell-Dow contending that “general 

acceptance” should be narrowly defined and the evidence presented before jurors limited, 

and with plaintiffs arguing for more expansive parameters for admissible evidence—the 

Supreme Court revisited this standard in Daubert.  The Court reaffirmed judges’ 

discretionary authority to admit evidence by concluding that they should not passively 

cede the responsibility of determining the reliability of evidence to scientists, but should 

actively evaluate and screen scientific evidence by subjecting it—with a perspective 

external to the dispute at hand—to empirical methods of evaluation.108  At the same time, 

however, this latter instruction encouraged judges to evaluate science using certain 

methods “acceptable” to scientists, and “general acceptance” continued to figure as one 

among several criteria courts should consider in screening evidence.109   

It is difficult yet to say what the overall effects of Daubert have been on the tort 

system.  Lawyers with PC’s Litigation Group have cited the decision in memoranda 

aimed at barring certain evidence from admission in particular cases and identified the 

“Daubertizing” of judges as an incremental tort reform that has rendered more radical 

reforms unnecessary.110  Consumer and environmental advocates generally, however, 

feared that Daubert would impose what Green calls an “evidentiary barrier,” or a 

“statistically significant epidemiological threshold” that plaintiffs would have to 

“overcome or lose,” thereby tilting the system in favor of defendants—and their fears 

have been, in some significant ways, confirmed.111  Those who hold this view argue that 

the few mass tort cases like Bendectin and asbestos, with the expense that they imposed 
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on corporations and the court system, should be “regarded as a world apart,” and should 

not represent the presumed outcome of the majority of smaller-scale clusters of toxic torts 

or individual cases.112          

 In addition to the political and procedural consequences of the growth of 

Bendectin and other litigation, another outcome of tort suits that was in tension with 

HRG’s objectives was the sealing of evidence generated through the process of legal 

discovery.113  The practice of establishing clearinghouses promoted collaboration 

between rather than secretiveness and competition amongst trial attorneys, and Wolfe had 

always refused to participate as an expert witness in trials that would have rendered him 

subject to a gag order or even review evidence that was, itself, sealed.114  But in the mid-

80s, the PC Litigation Group also began to bring suits in order to publicly expose records 

after a case had been settled on the condition of sealing evidence.115  These efforts, long-

time director Alan Morrison recalls, “met with mixed success in the courts, but the issue 

is one that is of much more concern to the courts, the bar and the legislatures than it once 

was. The practice of keeping other lawyers, representing other clients, in the dark,” he 

reports, “has largely disappeared because of the advent of clearinghouses and other 

information-sharing devices where there are a large number of cases.”116   

Also in the mid-80s, as part of PC’s broader efforts to preserve the tort system’s 

“public-interest” functions and fend off more fundamental reform of tort, the Litigation 

Group began to challenge what Morrison later called “unfair and often collusive 

settlements in which the class members [of a class action or mass tort suit] get very little 

and the attorneys for the class get very large fees.”117  Beginning with a case in 1985, in 

which the Litigation Group objected to what they saw as “excessive [attorneys’] fees 
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being paid for what was quite a modest settlement,” and several similar cases in the 80s, 

PC combated what it saw as class-action abuse.  Morrison explains, “we feared that bad 

settlements and large fees would provide ammunition to those who opposed class actions 

because they understood what a powerful instrument they were for redressing small 

grievances that applied to thousands of people.”118  The Litigation Group, in Wolfe’s 

words, “incurred the wrath of trial attorneys” because it successfully “broke up” dozens 

of settlements in subsequent decades, including some of the largest mass tort settlements 

of the 1990s.119  The largest of the settlements in which Public Citizen attempted to 

intervene was one designed to compensate claimants suing the makers of silicone breast 

implants.120  In the case of breast implants, HRG had not only—as with Bendectin—

played a leading role in calling the safety of the products into question during the late 

1980s and 90s, but had also established a clearinghouse for plaintiffs’ attorneys seeking 

information on the suspected hazards of the implants.121  This would prove to be the last 

clearinghouse that HRG maintained.122   

PC’s engagement in the breast implant controversy became something of a 

lightning rod for the organization.  Conservative proponents of tort reform seized upon 

HRG’s stance in this debate (and in others) to renew their charge that PC was “in the 

pockets” of trial attorneys.123  At the same time, in the early 90s, the liberal editor of the 

New England Journal of Medicine, Marcia Angell, began and subsequently continued to 

argue that the courts, when they yielded huge jury verdicts for breast implant recipients 

and brokered a class-action settlement for billions of dollars, and the FDA, when it 

(temporarily) banned breast implants, were making decisions “far out in front of the 

evidence.”124  Angell became vocal in this way after her journal carried the first 
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epidemiological study of breast implants—the first of several which did not detect an 

association between the implants and connective tissue disorders that they were suspected 

of causing—in 1992.125  Angell’s critique of the use of science in regulatory 

decisionmaking and a tort system that relied upon juries and made large damages awards 

was particularly potent because she identified herself as a “liberal” and a “feminist” and 

expressed some sympathy for the views of feminists who decried social forces that drove 

women to plastic surgery and like-minded “good liberals” like Wolfe “who find the rapid 

progress of science as much a cause for vigilance as celebration”—even as she accused 

them of being, in this instance and others, irrationally “anti-science.”126  Angell 

concluded that women should have been allowed to continue choosing for themselves 

whether or not to get implants—and assume responsibility for any attendant risks.   

Her contention, however, expressed not only a position about the reliability of 

evidence implicating the implants in disease, but a opinion about what constituted 

“feminist” policymaking in the face of scientific uncertainty.  As FDA considered 

approving the devices for marketing in the early 2000s, Wolfe continued to express 

concern about silicone’s carcinogenicity, implant rupture, localized pathology, and the 

possibility (yet unproven) of systemic immune reactions.  He criticized the adequacy of 

the new epidemiologic evidence, insisted that larger and longer-term studies were 

necessary to prove the products’ safety, and stressed that since the 1976 Medical Device 

Amendments to the FDC Act (in the development of which HRG had actively 

participated), the burden was on industry to prove products safe before marketing.127  

Gesturing toward what HRG considered persistent, unique limitations in medical device 

regulation in 2005, Wolfe argued, “if these silicone gel breast implants were prescription 
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drugs, instead of medical devices, there is no possibility they would be approved, 

knowing how inherently defective they are.”128  

HRG’s approach to the implants also reflected the belief that, as legal analyst 

Robert Rabin observes, “we are substantially dependent on the tort system to provide the 

educational function of revealing massive cover-ups of health information by industries 

like asbestos, or occasional efforts to conceal risk information from regulatory agencies 

like the FDA.”129  For this reason Sheila Jasanoff calls Angell’s historiography of breast 

implants and her attendant critique of tort “naïve,” arguing that Angell “ignores both the 

agency of the law in producing relevant scientific knowledge and the lapse in time 

between the law’s need for knowledge and science’s ability to provide it.”130  In other 

words, some scientific knowledge would never exist or be made public if it were not for 

legal proceedings, and sometimes jurists must decide legal matters in the absence of 

decisive scientific evidence.  As Rabin points out, even Angell acknowledges that pretrial 

discovery in breast implant litigation revealed manufacturers’ “dubious business ethics—

if not…a ‘smoking gun’ on product risks.”131  Wolfe identifies the role that 

clearinghouses played in facilitating tort’s production of “relevant scientific knowledge,” 

in the form either of new research or previously-hidden or unpublished research, as 

HRG’s primary reason for establishing them.132  Although HRG and PC became subject 

to what Wolfe calls “ad hominem attacks” in the Wall Street Journal in the early 90s—

some of which explicitly deplored HRG’s sale of “how-to kits on suing implant 

manufacturers”—and Angell’s perspective gained broad currency in the mid-90s, it was 

not the challenging repercussions of HRG’s breast implant initiative for PC that Wolfe 

cites as the reason the Group ended the practice of maintaining clearinghouses.133   
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The overlap of PC’s objectives and those of trial lawyers had always been and 

would continue to be a point of vulnerability for the organization because PC was a 

vigorous opponent of legislative tort reform and, as Joan Claybrook, Wolfe, and others 

within PC have long pointed out, their organization does not accept funds from 

government, industry, or trade associations—including the national trial lawyers body—

but it does accept contributions from individuals, many of whom can and must be trial 

lawyers.134  Ending the clearinghouses would thus remove only one rhetorically potent 

item within critics’ fusillade.  Wolfe, rather, attributes HRG’s abandonment of 

clearinghouses to the facts that:  1) FDA’s transparency had improved—in part as a result 

PC’s FOI litigation—and 2) that other, for-profit organizations had begun to mine and 

compile the more-readily-available data that HRG had previously had “to extract 

painfully” from the Administration.  In the case of breast implants, HRG’s involvement 

in the issue had begun when, in 1988, Wolfe received an anonymous brown paper 

envelope that contained internal memos from FDA scientists who were expressing 

concern about implant rupture, leakage, local and regional complications, and other 

safety concerns.135 “The main purpose [the clearinghouses] served was to get plaintiffs’ 

attorneys information that they otherwise might not be able to get ahold of,” says Wolfe.  

“I'd say the main reason we're not doing it is that all this stuff is up on the internet… The 

function is still there and actually this function has gotten very commercialized.”136  

 
Critics of consumer advocates on both left and right allege, essentially, that 

consumerists’ insistence on unfettered tort prerogatives betrays their own 

“commercialization”—a wrong-headed, ideological “buying-in” to market principles and 

the sanctity of private contracts as guarantors of social welfare (according to the left) or a 
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selective and hypocritical deference to private contracts only when they work to 

consumer advocates’ own benefit (according to the right).  But viewing HRG’s 

clearinghouses in the contexts of both the Group’s other, FDA-based efforts to alter the 

use of antibiotics and the broader history of “therapeutic reform” makes HRG’s struggles 

over tort reform appear more complicated in their significance than either of these strains 

of analysis allows.   

HRG saw reform of antibiotic use through FDA-based activity as both an end in 

and of itself and an increment of broader health-oriented reform.  FDA alone could not 

bring about rational prescription-drug use in the U.S., in HRG’s view, but the agency 

could be a much more forceful agent of change:  for HRG, the ’62 amendments to the 

FDC Act did not represent an “apotheosis” of pharmaceutical reform so much as a sound 

foundation on which much further reform—primarily through enforcement actions and 

promulgation of regulations—should be effected.137 It was in lieu of the strong 

centralized actions HRG advocated, like requiring therapeutic superiority for drug 

approval, coordinating drug testing, mandating patient-education procedures for 

prescribing, or federal promulgation of a National Formulary of “medically essential 

drugs” for which (and only for which) the federal government would reimburse through 

its healthcare financing programs—and in lieu of any mass-based effort to press for such 

measures—that the Group created clearinghouses and focused on defense of the tort 

system in its effort to alter antibiotic use in the mid-to-late-70s.138   

Educated consumers, HRG had maintained from its inception, were essential for 

changing the way pharmaceuticals functioned in American medicine and society, not 

only because discerning patients could force their own physicians to become better-
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educated prescribers through day-to-day exchange, but because consumers needed to 

exert direct pressure on the FDA—like that women concerned about the Pill had brought 

to bear in 1970—for the agency to become the consumer-centered and vigilant body 

HRG envisioned.  But FDA was also, paradoxically, the institution best-equipped for 

educating consumers apart from the industry, and had only just begun to recognize this 

function as among its obligations.  It was because of this education gap, in HRG’s view, 

that consumer interest and activism did not well up around most drugs or issues of 

pharmaceutical regulation as readily as it had around the Pill.   

For example, when FDA removed the fixed-dose combination antibiotic Panalba 

from the market in 1969 under Drug Efficacy Study Implementation’s (DESI) auspices, 

the agency had successfully defended its action before the Supreme Court in 1970 with 

the justification that the drug’s manufacturer had produced no evidence that the 

combination drug was more effective than either of the two individual antibiotics of 

which it was composed.139  Throughout the 70s, HRG argued that a risk-benefit ratio 

superior to that of existing therapies should likewise become an indispensable criterion in 

FDA’s approval of new drugs. The Group did not accept drug companies’ arguments, 

partly embraced by FDA, that inter-patient variation made such comparative efficacy 

impossible to establish and that the discovery of off-label or niche uses for particular 

drugs, post-approval, was a valuable outcome of approving multiple drugs for the same 

indication.140  But this was not a subject of great popular concern.  

Likewise, consumer advocates’ and women’s health activists’ efforts to expand 

FDA-sponsored education of consumers about the risks and benefits of drugs before and 

after marketing approval—measures which might have helped to generate greater popular 
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concern about pharmaceutical regulation—did not garner mass-based support except in 

discrete instances and met with much opposition. It was limits to FDA’s control over, 

knowledge of, and transparency about new drug development, and what HRG saw as the 

agency’s laxity in drug approval and consumer education, as well as consumers’ 

historically-constructed and reinforced disengagement from these government functions, 

that made the Group recognize tort as an essential supplementary force.  

Tort was the regulatory and educational recourse of a consumer movement that 

felt itself artificially cut off from the vast majority of consumers—by a discrepancy in 

their perspectives on the relationship between pharmaceuticals, regulation, and public 

health as much or more so than by a discrepancy in resources available to middle-class 

versus poor or working-class consumers for consuming pharmaceuticals.  Moreover, the 

consumer movement found itself to be largely dependent—for purposes of rectifying that 

perspectival discrepancy—upon a federal institution that had in the manner of its very 

adaptation to the advent of “wonder drugs” in the postwar period, been complicit in 

excluding the potentially transformative influence that lay consumers might have exerted 

on pharmaceutical regulation.   

Scott Podolsky argues that the Kefauver-Harris amendments, the DESI, and 

removal of fixed-dose combination antibiotics under that Initiative’s auspices 

demonstrated “the limits to the centralized restriction of antibiotic prescribing in 

America” in that these measures focused on drug companies and not “individual 

prescribers.”141  The fundamentally limited nature of these measures, according to 

Podolsky, ensured not only that irrational prescribing of antibiotics would continue and 

that antibiotic reformers of Wolfe’s generation would have to continue raising alarms, as 
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their predecessors had, about antibiotic overuse, but that—apart from “local movements 

to restrict or cycle antibiotics in particular (often hospital-based) formularies”—even 

“second-generation” antibiotic reformers would advocate only “educational” remedies to 

overprescribing and generate “no more centralized or comprehensive approaches to 

antibiotic stewardship.”142  But HRG’s focus on consumer education and tort in addition 

to physician education, warrants emphasis, because these strategies did not grow out of 

an inability to conceive of, or an ideological opposition to, centralized approaches to 

pharmaceutical reform.   

It was, in fact, precisely the limitations of “first-generation” antibiotic reform—as 

well as those limits radical health activism encountered at the end of the 60s—that made 

Wolfe view “therapeutic reform” as a political problem in which lay consumers’ 

involvement was essential if strong centralized solutions were ever to become politically 

feasible in the U.S. context.  And it was the persisting unfeasibility of such solutions in 

the mid- and late-70s that intensified HRG’s interest in the extra-regulatory impact tort 

suits could have on industry’s and physicians’ behavior, in the public availability of 

privately-held safety and efficacy data about pharmaceuticals, and in developing its own 

direct consumer education initiatives.  That HRG became a champion of tort suits—with 

their rapid and dramatic, if unpredictable, effects—while the Group’s proposals for a 

federal formulary and mandatory informed-consent practices with prescribing (variations 

on which Sen. Nelson, Philip R. Lee, and other therapeutic reformers advocated in the 

70s) seemed only to grow weaker and less likely to be realized in the U.S. over time, was 

less a function of ideology than pragmatism.143   
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HRG, Antibiotics, and the Late 20th-Century Consumer Movement’s “Coming of 
Age”144  
 

Arguably pragmatic, too, were HRG’s strong tendency to focus on 

pharmaceuticals in the national, rather than international arena, and the discrete and 

episodic nature of the Group’s collaborations with labor unions, women’s groups, and 

grassroots patient organizations.  Historians such as Jean-Christophe Agnew demand that 

historical analysts of consumer society carefully register the “far-reaching ideological 

redefinition of polity and society” that dissolved the role of “citizen” into that of 

“consumer” in the postwar period—a scholarly mandate that requires historians to 

differentiate late 20th-century critics/reformers of consumer society who made pragmatic 

adaptations to this transformation from those (and Agnew questions if any existed at all 

by then) who did not accept the terms established by this “ideological redefinition” and 

engaged in more principled forms of resistance.145  This is a crucial historiographic 

objective.  Examining the limits of late 20th-century advocacy around antibiotics, for 

example, and the fracturing amongst approaches to reform, is essential to building an 

understanding of why therapeutic reform in the U.S. has adhered to the parameters that it 

has. But viewing HRG’s approach to antibiotic reform over time, in its changing political 

and social context, also reveals how difficult this historiographic task can be—how shifty 

the distinction between pragmatism and principle in reform-seeking can appear when, in 

Agnew’s words, “we are all inside the whale” of consumer society.146   

 
In 1976, plaintiffs’ attorneys were mounting innovative tort suits against drug 

companies and HRG was honing multiple court- and FDA-based techniques for securing 

discrete reforms while less successfully pressing for broader reform along the lines of 
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that proposed by Congress’s most vigorous advocate of strict pharmaceutical regulation, 

Gaylord Nelson.  At the same time, Philip R. Lee and his collaborator, 

pharmacologist/journalist Milton Silverman—likewise supporters of Nelson’s 

proposals—helped turn the attention of the senator’s subcommittee and the public to the 

state of pharmaceutical regulation and practices of drug companies in the developing 

world, specifically Latin America.147  Silverman and Lee considered this work of 

documenting drug company practices in poor countries continuous with that they had 

done within Johnson’s HEW in the late 60s and in writing the popular Pills, Politics, and 

Profits several years later, when they had argued the necessity of action—on the parts of 

government, physicians, corporations, and consumers alike—to make U.S. 

pharmaceutical use more adequately safe, efficient, and rational.   

Beginning with Silverman’s 1976 book, they began spotlighting industry’s 

behavior in the developing world, where health services and regulatory infrastructure 

were so sorely lacking as to create a “laboratory” of sorts for industrial self-regulation.148  

The exposé generated congressional hearings and intense media attention by comparing 

the labeling and promotional material of 28 drugs, including four antibiotics, in the U.S. 

and Latin America, and thus revealing deceptive and irresponsible marketing and 

irrational purchasing and prescribing amid grave scarcity in healthcare resources.  The 

evidence Silverman presented suggested a profound and widespread—and in large part 

remediable—threat to public health in the developing world (and, in turn, because of 

drug-resistant infection, in the industrialized world).  The book also functioned as a 

rebuttal to those who were beginning to argue with increasing intensity that regulation in 

the U.S. was inordinately onerous and destructive of industry.149    
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In writing The Drugging of the Americas, Silverman also joined a growing 

number of health professionals and activists—which came to include, perhaps most 

influentially, the Director General of the World Health Organization (WHO) Halfdan 

Mahler (whose tenure lasted from 1973-1988)—who decried double standards for 

consumer protection against pharmaceutical-related risks in the industrialized and 

developing world.150  Mahler’s attention to this issue was part of a larger re-orientation he 

attempted to effect within the WHO at the urging of developing nations, away from 

infectious disease eradication programs and toward providing preventive and primary 

healthcare services and addressing social determinants of infectious and chronic 

disease.151  As part of this effort, in order to help poorer nations’ governments meet their 

citizens’ health by better allocating expenditure, in 1977 WHO published a list of 182 

“essential” (and 32 more “complementary”) drugs deemed adequate to meet 90% of 

developing countries’ need for pharmaceuticals.152  The essential medicines list quickly 

moved to the center of international debate over regulation of pharmaceutical trade as it 

intensified in the late 70s and early 80s, with newly-forming consumer groups in 

developing countries advocating that governments adopt regulatory policies structured 

around the list and the pharmaceutical industry objecting vigorously.153   

In the U.S., one result of this ferment around the stark international issues in 

pharmaceutical production, sale, and use, was a revisiting in the early 80s of problems 

associated with domestic irrational antibiotic use – adverse reactions and drug-resistant 

bacteria – and a consideration of the implications of the newly-recognized developing-

world problems for industrialized nations by a number of American physicians and 

scientists and ultimately some U.S. congressmen.154  In the late 70s, Stuart Levy, an 
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American doctor and microbiologist who had studied the transference of antibiotic 

resistance between animals and humans, became aware of the extent to which human 

populations in the developing world continued to act as reservoirs for infection and, 

increasingly, yield drug-resistant strains of bacteria.155  In 1981, Levy and a number of 

colleagues concerned about antibiotic resistance met informally while attending an 

academic conference and issued a “statement regarding worldwide antibiotic misuse,” 

urging governments to adopt standards for antibiotic prescription, distribution, 

advertising, and dispensing that were uniform internationally.156  Levy founded the 

Alliance for the Prudent Use of Antibiotics to unite like-minded scientists worldwide in 

researching and advocating around the threat posed by microbial resistance.157   

Soon after, Levy and other scientists from NIH, FDA, and WHO formed a 

Scientific Working Group on Antibiotic Resistance, collaborating on a “first attempt to 

put available data and to identify the interactive aspects of the problem” of antibiotic 

resistance, coordinated by the NIH’s Fogarty International Center (devoted to facilitating 

global health research).158  In the midst of this effort, in 1984, Rep. Al Gore held hearings 

on the issue of antibiotic resistance.  This renewed attention to the problems associated 

with antibiotic consumption both internationally and domestically did not, however, 

result in the adoption of any new U.S. policy that would exert more centralized control 

over the prescription of antibiotics.  Neither, as Podolsky observes, did the even more 

intense scrutiny of antibiotic use generated during the 90s, when the emergence in 

industrialized nations of new infectious pathogens such as the AIDS virus and the 

resurgence of old bacterial scourges (most dramatically, tuberculosis)—sometimes in 

new, drug-resistant strains—re-invigorated the surveillance and infection-control 
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operations of state health departments and the Centers for Disease Control.159  HRG’s 

history suggests that this was not because American therapeutic reformers did not 

conceive of such solutions as a federal formulary or mandatory prescribing procedures, 

however.  Rather it was, at least in part, because they operated within and adapted their 

strategic focuses to a particular, shifting political environment.   

Wolfe testified in Gore’s 1984 hearings, and praised solutions proposed by 

participants in the new Fogarty Center effort, but his own recommendations for the U.S. 

– “government-sponsored counterinformation,” patient package inserts, better school-

based training of health professionals – were by this time exclusively educational in 

nature.160   After initiatives for comprehensive reform of pharmaceutical regulation 

foundered under Carter and deregulatory initiatives intensified under Reagan, as HRG 

labored to shore up its own FDA-based achievements and make further reforms 

incrementally, the Group was measured in its responses to new developments in global 

public-health and consumer activism.161  Nader reflects that antibiotic resistance “is a 

thing HRG really should have worked on more,” but, he explains, “Sid is a laser beam.  

He focuses and he doesn’t want to take on something he doesn’t have the resources to 

deal with.”162  Nader links this same “laser beam” quality of Wolfe’s to HRG’s 

exceptional longevity as an organization. 

When Nader stepped down as head of PC in October of 1980, leaving Wolfe in 

charge for a year before Joan Claybrook assumed the organization’s presidency, he was, 

himself, looking to new strategies for consumerist reform, which included lending some 

support to the rapidly-developing international consumer movement.163  Nader had seen 

his premier legislative initiative – a bill to create a federal agency devoted exclusively to 
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consumer protection, to which he had devoted the lion’s share of his energies in the 70s – 

defeated in 1978 under a president from whom he had expected tremendous support, and 

had alienated numerous congressmen with his final push for passage.164  Even before 

Reagan’s election, in his last year as head of PC, Nader had begun turning his strategic 

focus away from Congress itself to supporting grassroots activism.  He worked to 

establish “Congress Watch Locals,” which were “local affiliates” of PC “in the 

congressional districts of key members of Congress” made up of “interested 

constituencies—senior citizen, minority, labor, church, environmental, consumer and 

other public interest groups and individuals—organized to monitor representatives on 

important national issues.”165  Nader also hailed the legislative establishment in 1979 of a 

National Consumer Cooperative Bank, for which Congress Watch had lobbied with other 

consumer groups, and called for “a wave of cooperative organization to sweep across the 

United States.”166   

At the same time, PC held “grass roots consumer training clinics for people to 

improve their personal buying skills and broaden their citizen action capabilities,” and 

attempted to coordinate a national grassroots campaign of “Consumers Opposed to 

Inflation in the Necessities” (COIN).  COIN was to “go after to structural causes of 

inflation in the four basic necessities—energy, food, health, and housing,” which PC 

leaders identified as “price-fixing, trade barriers, natural gas deregulation, oil decontrol, 

and the latest OPEC price increase,” rather than consumer and environmental regulation 

or workers’ salaries.167  PC also called for the establishment through state-level 

legislation of “residential utility consumer action groups” that could advocate for 

consumers against their local utility companies—an effort into which Nader entered 
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headlong when he left PC, with continued assistance from Congress Watch and the 

Litigation Group.  In 1983 PC also began to nurture its own home heating oil purchasing 

collective, Buyers Up.168  In April of 1980, several months before Nader left PC, the 

organization coordinated a national “Big Business Day” event in cooperation with several 

congressmen and numerous environmental, labor, religious, and other public-interest 

groups in an attempt to: 1) spearhead a grassroots push for passage of a Corporate 

Democracy Act designed to reform corporate boards and make them more accountable to 

shareholders, workers, and consumers; and 2) generate momentum for ongoing grassroots 

advocacy for a broader “progressive” agenda.169 

In 1978, PC’s newsletter began to carry advertisements for a new Nader-affiliated 

publication, The Multinational Monitor, which would, as Lee and Silverman had begun 

to do, report on the conduct of multinational corporations overseas.170  By 1982, those 

producing the serial had formed a new organization, Essential Information, which 

maintained a “Multinationals and Development Clearinghouse” devoted to facilitating 

information exchange among activists globally.171  The organization aimed to support the 

expansion of the consumer movement in the developing world that had been occurring 

since the late 70s, with crucial assistance from the International Organization of 

Consumers Union (IOCU, later Consumers International).  IOCU—which received a 

portion of its original funding in 1960 from Consumers Union, when CU’s president 

Colston Warne and others within that organization were seeking to re-engage it 

politically—represented consumer organizations from the U.S., Western Europe, and 

Australia.172  In the late 60s and early 70s, IOCU broadened its membership from 

product-testing organizations to include consumer advocacy groups generally (including 
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those that were government-funded) and committed itself to a more ambitious agenda of 

combating poverty, environmental degradation, and corporate exploitation of the public 

and its resources.173  IOCU also set about supporting grassroots mobilization in 

developing nations and representing these and all consumers’ interests at the UN.174   

In the mid-70s, IOCU established a regional office in Asia, and the regional 

director, Anwar Fazal, became IOCU’s President from 1978-84, during which time it 

expanded to include groups in Latin America and the Caribbean.175  In these years, IOCU 

and its regional offices in Asia and Latin America coordinated two campaigns that laid 

the groundwork for further advocacy around pharmaceuticals:  one demanded greater 

international regulation of the quality and marketing of infant formula after groups in the 

U.S, Europe, and Australia brought scrutiny to the manufacturer Nestlé’s practices in the 

developing world, and the other was an effort to internationally restrict the use of an 

antifungal/antiprotozoal drug called Clioquinol after it was associated with large number 

of cases of neuropathy in Japan.176  The international coalition advocating around 

Clioquinol secured a ban on the drug in Japan in 1978 and restrictions on its use 

worldwide, and the IOCU-nurtured International Baby Food Action Network (IBFAN) 

secured WHO adoption of an International Code of Marketing of Breast-Milk Substitutes 

in 1981.  Many of the groups involved in these successful efforts held an International 

Nongovernmental Organization Seminar on Pharmaceuticals and formed a new 

organization called the Health Action International (HAI) in 1981.177 By 1982, Silverman 

et al called HAI “perhaps the most militant” of international consumer groups, and 

summed up the network’s agenda with a mixture of admiration and skepticism: 

The primary target of HAI appears to be all multinational drug companies, 
even though some may be striving to do a decent job…HAI is calling for 
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an end to brand names and the promotional methods used to sell them.  It 
is urging national governments to stop the dumping of dangerous or 
useless drug products by their companies. It is calling for lower prices on 
all drug products and certainly on essential products for Third World 
buyers. A ceiling should be placed on drug company profits, it is claimed, 
and there should be an end to drug patents—especially on essential 
drugs—because the products are vital for health.178   

 
 

HRG, along with Nader, recognized that consumer advocacy needed to expand its 

arena because technological innovations in production, transportation, and 

communication had increasingly globalized commerce in the 60s and 70s and saw a need 

for more direct mobilization on the part of American consumers in order to realize 

therapeutic reform as they envisioned it.  The nature, extent, and timing of HRG’s 

participation in the growing international debate over the marketing, use, and regulation 

of pharmaceuticals, however, as well as the Group’s domestic strategies and advocacy 

agenda in the 80s, suggest that HRG continued to draw distinctions between the types of 

governmental and consumer action warranted in the U.S. and those warranted in the 

global South, to see its own mission as primarily nationally-bounded, and to develop its 

own strategies along the lines of those that had been the most successful for the Group in 

its first decade. While Lee and Silverman readily pursued issues in international 

pharmaceutical regulation and framed these efforts as a natural extension of their 

domestic policy work and an antidote to deregulation in industrialized nations, Wolfe and 

HRG were largely reluctant to broaden their focus beyond the national arena.  Although 

HRG did take a strong position in the early- to mid-80s in debate over proposals to lift 

restraints on U.S. industries’ ability to sell drugs not approved for sale domestically 

overseas, and allied with a growing international consumer and public-health advocacy 

community in doing so, the Group generally did not view such new alliances as a primary 
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means by which to preserve the domestic consumer-protective reforms of the 60s and 70s 

or achieve the more radical reforms that they sought but had not yet seen realized.   

Thus, while HRG’s aggressive reform-seeking tactics made the Group a role 

model of sorts for drug-centered groups within the consumer advocacy network that had 

begun to expand from Western Europe into the developing world in the late 70s, actual 

collaborations between these groups and HRG were only occasional.179  The strident, 

anti-corporate tone that both HRG and some of the most militant developing-world 

consumer advocacy groups struck in carrying out their respective infrequently-

intersecting initiatives alienated Lee and Silverman, who warned in 1982 that “across-

the-board denunciation of all multinational companies by consumer activist groups may 

well lose these groups their most valuable weapon, their credibility in the eyes of the 

public.”180  There was, Lee and Silverman posited, “a real danger…that the study [of 

problems with pharmaceutical use in the developing world] could degenerate into another 

noisy, hemorrhagic confrontation of capitalism and socialism, with matters of political 

economy totally overshadowing pharmacological and pharmaceutical realities.”181   

HRG, though, prided itself on the substantiated nature of its own allegations 

against the pharmaceutical industry, and even though the Group viewed some high-

profile politicization of drug-approval issues as appropriate and inevitable, it was 

arguably a dread of precisely the “hemorrhagic confrontation” Lee and Silverman 

feared—not sheer middle-class or first-world myopia—that conditioned HRG to focus 

somewhat rigidly on pharmaceutical issues in the U.S. context and keep its distance from 

developing-world advocacy groups.   

This carefulness about identification with social movements in both the 
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developing world and at home had roots that reached to HRG’s very genesis.  As the 

Ehrenreichs later recalled, the “‘New Communist Movement’ [that] arose out of the 

shambles of [Students for a Democratic Society] SDS in 1969…picked up recruits with 

the collapse of the radicals-in-the-professions approach in the early seventies,” and so, 

too, did the institutional bases of consumer advocacy that grew out of Nader’s “raids.”182  

This was a dynamic that Wolfe and Nader negotiated consciously and carefully. One 

historian has pointed to a quotation of Nader’s published in a 1971 biography as an 

indication of the consumer leader’s ideological aversion to socialism, but it can be read 

just as easily as an effort to acknowledge and channel the radical impulse that was at that 

time drawing some young people into “third world” revolutionist or other ideologically 

rigid groups: 

“I have little faith in the automatic power of government to right all 
wrongs. In any area of government control, there is always the danger of 
inaction, overbureaucratization [sic], under imagination, and surrender to 
special interests. Some form of socialism may very well be a solution for 
poverty-ridden countries of the ‘third world,’ but in America the answer is 
not to scrap the free-enterprise system, but to reform it—by correcting the 
abuses committed in its name and ensuring that it operates responsibly and 
effectively.”183 

 

 “For Nader,” the same biographer reported, “the Weatherman-woman [was] 

another need-not-apply [for a job as a “raider”] along with the campus Maoist, 

communist, anarchist, and any others who feel they can not work ‘on the system.’”184  

Wolfe, too, had departed from the Medical Committee for Human Rights (MCHR) when 

many members went in what he saw as a “radical and impractical direction”—pursuing 

“some fairly far leftwing politics that were okay on their own,” but also, less tolerably, 

“avoiding tackling specific issues.”185  In the view of both of HRG’s founders, American 
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activism that focused too intensely on poorer nations rather than on domestic politics, or 

even too exclusively on mobilizing the poor and working-class domestically, could shade 

easily into nihilism or ineffectual delusion.   

In the early- to mid-70s, it was this aversion to abstract ideological commitments 

that could undermine action that kept Wolfe focused on domestic advocacy, and in the 

late-70s and 80s, it was his sense that HRG could most successfully uphold the fragile 

therapeutic reform achievements of the prior decade by continuing to defend and 

dramatize their importance in the specific American context.  While some developing-

world consumer groups began calling for the nationalization of the pharmaceutical 

industry in their countries, and the restructuring of drug production and regulation around 

essential medicines lists like WHO’s, for example, Wolfe had never thought government 

ownership of the drug industry was a solution appropriate for the U.S.  In the 80s HRG 

shifted its emphasis away from proposals it had supported for centralized policy solutions 

as creation of a federal formulary or federal coordination of impartial, third-party clinical 

trials.186  The Group increasingly concentrated, instead, on producing its own educational 

materials, pressing the agency to ramp up consumer and physician education, 

administrative and court-based efforts at altering FDA regulation of particular products, 

battling administrative and legislative deregulatory initiatives aimed at reducing the “drug 

lag” and boosting American industry, and supporting PC’s larger struggle against tort 

reform.  

The PC newsletter carried news in 1978 of the growing scrutiny around 

promotion of infant formula (in addition to or in place of breastfeeding) in countries in 

which access to clean water was scarce and referred interested readers to the nascent 
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Multinational Monitor.  HRG, however, did not itself engage directly in advocacy around 

international regulation of infant formula while it was becoming the flagship international 

consumer movement campaign, or even in advocacy around the disproportionate use of 

baby formula by poor women domestically (as NWHN and U.S. groups affiliated with 

the IBFAN did).187   The Group focused instead on domestic problems that surfaced with 

marketing of nutritionally deficient formulas and on the U.S.’s follow-through with its 

own Infant Formula Act of 1980, which had been intended to standardize quality of 

infant formula.188   

FDA’s failure to expeditiously finalize regulations that HRG considered strong 

enough to assure that all formula would contain essential nutrients in particular amounts 

became one of several bases on which PC alleged that the Reagan administration was 

gutting health and safety protections for consumers.189 Carter had signed the legislation, 

which directed FDA to promulgate regulations, and his FDA had proposed strong 

regulations in the last month of his presidency, but the Reagan administration 

subsequently subjected the proposals to a lengthy cost-benefit analysis with the Office of 

Management and Budget (OMB) – a decision that came under congressional scrutiny 

when vitamin-deficient formula made by Wyeth Laboratories became subject to a recall 

in 1982.190  When FDA promulgated regulations delegating much responsibility to the 

industry for developing a system for quality control shortly thereafter, HRG and a 

coalition of consumer groups and parents brought suit—ultimately unsuccessfully—

against the agency to overturn them.191   

Meanwhile, IOCU and IBFAN helped persuade the WHO to weigh adoption of an 

international code for infant formula marketing that would direct governments to provide 
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information about the superiority of breast-milk to substitutes to the public and provide 

guidelines to curb irresponsible promotional practices to manufacturers.  WHO adopted 

the Code in 1981 by a vote of 118 to 1, in which the U.S. cast the lone dissenting vote.192  

Esther Peterson, who had been Carter’s Special Assistant for Consumer Affairs, became 

IOCU’s lobbyist at the UN with the objective of drafting further international consumer 

protection guidelines, but while PC labored in the 80s to realize domestic measures that 

Peterson had proposed while working within the U.S. government, and praised her work 

at the UN, the UN never became the site of HRG’s own advocacy as it did HAI’s.193 

The most significant effort on which HRG did work closely with Peterson, HAI, 

and other international consumer advocacy organizations was one that, like most of 

HRG’s advocacy, aimed to influence the U.S. government:  a campaign to stop passage 

under the Reagan administration of measures that would lift the federal prohibition on the 

export of pharmaceuticals not deemed safe for sale in the U.S. (a prohibition from which 

antibiotics, to consumer advocates’ dismay, were exempt).  Following the exposé by 

Silverman and related studies in the mid-70s of pharmaceutical promotion and use in the 

developing world, and after an incident in 1977, in which U.S. manufacturers exported 

millions of baby pajamas treated with the carcinogenic chemical flame-retardant TRIS 

for sale in the developing world, international consumer groups and Peterson, as Carter’s 

consumer advisor, had succeeded in focusing federal attention to the issue of American 

export of hazardous substances.194  In 1978, Peterson co-chaired an interagency Ad Hoc 

Working Group to suggest presidential action to tighten control over hazardous exports, 

and Congress held hearings on the subject, securing some amendments to federal laws 

governing consumer products and pesticides and ultimately generating a comprehensive 
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hazardous exports bill in 1980.195  Along with many other industry, labor, and consumer 

groups, HRG responded publicly to the bill’s content, as well as to draft policies that the 

Administration produced, in turn.196   

HRG saw both, especially the drafts of the executive order, as inadequate.  The 

Group condemned the executive order—which Carter signed in the final days of his 

administration—for failing to deal with the problem of companies establishing plants to 

manufacture non-exportable hazardous substances outside the U.S.; failing to deal with 

the problem of products approved for use in the U.S. that might present special problems 

overseas (such as baby formula in countries without access to clean water); expressing 

uncertainty as to whether its own new controls might apply to medicines and medical 

devices; and failing to mandate public disclosure and opportunities for public 

participation in specific applications for export licensure.  Nonetheless, when Reagan 

revoked Carter’s executive order a month after its signing, and after his Administration 

began generating proposals (reprising one to which HRG and HEW had objected in 

1976) to further relax existing controls on the export of hazardous substances in 1982, PC 

helped lead a lobbying effort to stop congressionally-based efforts to loosen regulation, 

collaborating closely with Peterson, who had also begun working with IOCU to secure 

establishment of an international directory of hazardous substances at the United Nations 

(UN) (again, only the U.S. dissented when the proposal came to a vote).197   

HRG began to re-enter debate over exports under Reagan in 1982, when the 

Group, like NWHN, HAI, and other international consumer groups, expressed its 

enthusiastic support for the National Drug Policy and Ordinance that a new, post-coup 

Bangladeshi government announced, which would disallow from that country’s market 
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1,700 drugs deemed “useless, non-essential and/or harmful.”198  The Group deplored and 

publicized what they deemed an exertion of pressure by the U.S. State Department on the 

Bangladeshi government to delay its proposed action.199  But the HRG made the issue an 

institutional priority in 1984, when one commissioner of the federal Consumer Product 

Safety Commission (CPSC), Terrence Scanlon—who soon after became Chairman—

proposed allowing exports of CPSC-regulated products deemed hazardous in the U.S. 

and Sen. Orrin Hatch began leading the Republican-controlled Senate in an effort to lift 

the longstanding ban on export of unapproved drugs.200  HRG and Congress Watch 

joined Esther Peterson, NWHN, CU, and numerous other domestic consumer groups in 

condemning the Scanlon proposal, which the CPSC voted down, and led an even broader 

coalition, including labor unions and the major international consumer groups in a 

lobbying effort—largely focused on Sen. Edward Kennedy—to stop the legislative 

initiative between 1984-86.201   

While Hatch did not succeed in bringing his bill out of committee in 1984, he 

succeeded in 1985, when the Reagan Administration began to emphasize lifting the 

export ban among its major trade policy initiatives and Sen. Kennedy co-sponsored the 

revamped proposal.  Kennedy had been persuaded that the emerging biotechnology 

industry would transfer its technological innovations to foreign partners if the ban 

persisted and assured that added safeguards against export of drugs to developing 

countries that lacked adequate regulatory infrastructure removed threats the bill had 

posed to international health in its initial form.202  When the bill came to a Senate vote in 

1986, PC partnered with Sen. Howard Metzenbaum (who would later join the 

organization’s board of directors in the 90s) to attach numerous amendments, including 
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two that tightened domestic restrictions on infant formula and specified that only drugs 

with New Drug Applications pending at FDA could be exported.  Sen. John Glenn 

attached another provision PC sought, including antibiotics—previously exempt from the 

ban on export of unapproved drugs—among the drugs to which the law would apply.203  

These measures, and the strong opposition of Rep. Henry Waxman as Chair of the House 

Subcommittee on Health and the Environment, did not succeed in “killing” the bill as PC 

had hoped, though they shaped the final product.204  Most controversially, Waxman 

incorporated a no-fault arrangement for compensating those injured by vaccines that the 

president, conservatives, and industry strongly opposed.205  HRG nonetheless considered 

the law’s passage a defeat, and thereafter partnered with HAI to monitor drug companies’ 

compliance with the Act on an ongoing basis.206   

However, although there continued to be discrete instances in which the groups 

exchanged information and worked on overlapping initiatives regarding particular drugs, 

this remained the sole sustained collaboration between HRG and international consumer 

groups.  HRG and PC did not actively advocate around the international impact of U.S. 

pharmaceutical regulation again until the late 90s.  This was not because HRG believed 

that the threat that corporate conduct posed to international public health had dissipated.   

Silverman et al. revisited the issue of prescription drug dissemination in the developing 

world a decade after their ’82 book, assisted at one point by then-medical-resident Peter 

Lurie, who had worked with HRG as a student during the height of PC’s campaign 

against the drug export legislation and would re-join HRG as a long-time staff member 

and initiate some of the Group’s most significant internationally-oriented endeavors in 

the 90s.  Wolfe praised the new volume and the efforts of the international activists it 
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profiled, expressing skepticism only of the extent of the improvement that the authors 

observed in the conduct of multinational drug companies in the developing world and 

stressing, as he had in his review of the ’82 volume, that irrational drug promotion and 

use persisted as profound problems in the industrialized world, as well.207  But while 

Wolfe took issue with the authors’ conclusion that “the serious problems [were by 1992] 

mainly in the developing countries” and involved primarily “local, indigenous 

companies,” the policy solutions and advocacy strategies that HRG pursued in the 80s 

were not—apart from the drug export campaign—more global in nature than those they 

had pursued in the 70s.   

HRG objected strongly to the “double standard” that the export of unapproved 

medications seemed to represent, but the Group was, at the same time, engaged in a 

pitched battle throughout the 80s against those who claimed that the stringency of U.S. 

pharmaceutical regulations—as compared to those in other industrialized nations—was 

causing a “drug lag” that compelled multinationals to flee American soil.  In this debate, 

HRG argued strenuously against dilution of U.S. standards in order to speed products to 

market and make American industry more competitive in the international marketplace.  

While the irresponsible actions of the pharmaceutical industry in the developing world 

illustrated the importance of regulation everywhere, and improved regulation abroad 

would strengthen consumerists’ position at home, the problems medicines presented in 

poor countries were also so severe as to make domestic problems look milder.  It was 

only in the mid-90s, during debate surrounding the formation of the World Trade 

Organization (WTO) and negotiation of a second North American free trade agreement, 

when American consumer advocates began to fear that the new trade pacts would directly 
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threaten U.S. consumer-protective and environmental regulations, that PC began to build 

active alliances with groups worldwide that were mobilizing to control the conduct of 

multinational corporations.  It was in this period, also, that HRG began to question 

whether the designs of some clinical trials that manufacturers were conducting in the 

developing world were ethical.208      

 Some left analysts might attribute HRG’s national focus—as they have consumer 

advocates’ emphasis of domestic regulation of the safety and efficacy of prescription 

drugs over drug prices, their arm’s-length relationship with the labor movement, and their 

tendency to rely on federal courts rather than grassroots organizing for bringing about 

reforms—to the late 20th-century consumer movement’s middle-class bent, racial 

homogeneity, and ideological commitment to minimizing government intervention in 

commercial exchange and wealth distribution.   

 In arguing that “third-wave” consumerism was essentially an ideological, class-

driven elision of structurally entrenched economic inequality in the U.S., Canedo, for 

instance, points to a 1973 article in which Mark Green (head of Congress Watch from 

1970-80) and Nader differentiated between “economic” regulation that they believed 

should be subject to elimination and necessary, “non-economic” forms of regulation 

(“safety regulation…regulation of non-market externalities…enabling 

regulation…yardstick enterprise,” which “complement, rather than replace, a market 

system incompetent or uninterested in fulfilling certain social needs”).209 Nader and 

Green posited specifically that “keeping an unsafe drug off the market” was a clear-cut 

example of necessary regulation, both more beneficial to the public and easier to execute 

than ensuring that “price levels are ‘reasonable,’” a formulation that would seem to 
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support scholars arguments that the late 20th-century consumer movement is 

distinguishable from the interwar iteration by its emphasis of “social” rather than 

“economic” regulation and an attendant indifference to the plight of poor and working-

class consumers.210   

HRG’s agenda would seem to have conformed to this placement of a distinction 

between social/necessary and economic/unnecessary regulation in that it prioritized the 

safety and efficacy of medicines over affordability, pursuing the former in a sustained 

and systematic fashion, and the latter by more piecemeal, episodic, and indirect methods.  

These efforts to lower drug prices took the form of: 1) urging FDA—sometimes via 

Congress—to keep price-inflating, duplicative new brand-name products off the market, 

to streamline generic drugs’ route to market, and to shorten drugs’ patent lives generally 

(and, in the specific instance of AIDS drugs, to issue non-exclusive licensure with price 

controls); and 2) advocating federalized financing of all healthcare delivery so that the 

government, as the ultimate drug-purchaser, might more readily negotiate prices. These 

forms of advocacy for lower prices were, of course, a far cry from CU’s coordination of 

grassroots action in cooperation with industrial unions at local branches of the Office of 

Price Administration during WWII and from calls that advocates issued in the developing 

world in the early 80s for the nationalization of the drug industry, abolition of patents, 

and capping profits.   

At the same time, American consumer advocates’ advocacy around 

pharmaceuticals was not so utterly discontinuous with interwar consumerists’ as some 

historiographic frameworks would suggest.  And the factors that tempered relations 

between the U.S. consumer movement and the labor movement in the late 20th-century 
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(so different from CU’s warm relationship with the CIO during the interwar period), like 

those that tempered consumer advocates’ relations with their counterparts in the 

developing world in the 70s and 80s, are not reducible to an ideological rift over the 

proper function of government or the divergence of the two constituencies’ economic 

interests.  

CU, when it exhibited the “intransigent perfectionism” in the debate leading up to 

passage of the 1938 FDC Act that set it apart from liberal consumer groups, had 

advocated primarily that the federal government should differentiate medicines with 

authentic therapeutic benefit from useless and potentially dangerous tonics and ensure 

that this information would be clearly communicated to physicians and the public.211  As 

CU was chiefly concerned about the unfettered and exploitative sale of patent medicines, 

rather than affordability of the limited number of “ethical” drugs listed in the United 

States Pharmacopoeia (USP) and subject to federal regulation under the Pure Food and 

Drugs Act of 1906, the organization’s support for legislative proposals turned not on 

government ownership of drug patents and ability to control prices, but on the strength of 

federal control over drug advertising and the FDA’s ability to promulgate regulations 

without judicial scrutiny.212   

In this era preceding both the wide dissemination of “wonder drugs” and the legal 

distinction between prescription and over-the-counter medication, the “guinea pig 

muckrakers” argued that the American Medical Association (AMA) “should sponsor a 

group of home remedies for all the conditions reasonably amenable to home treatment” 

so that consumers would know when to self-medicate and when to seek a physician’s 

assistance, and that FDA should rationalize sales of the glut of products that further 
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complicated such decisionmaking.213  In the interwar period, CU saw national health 

insurance and the removal of scores of useless products—not nationalized production of 

the relatively small number of drugs it deemed medically crucial—as the primary means 

by which the federal government needed to affirmatively shape provision of healthcare in 

the country as a “public utility.”214  CU thus stood alongside the CIO in supporting 

national health insurance until after WWII and, from its founding in 1936, advised 

readers as to which “common ailments” were amenable to self-treatment, which were not, 

and which home remedies and over-the-counter treatments were of value.215    

There can be no question that by the time HRG began carrying out its own 

advocacy around pharmaceuticals and national health insurance in the early 70s, the most 

militant consumer groups no longer identified utterly, as CU had, with the American 

labor movement, and the products that FDA was responsible for regulating had 

undergone a radical transformation.  It is on these dual premises that some scholars 

interpret the ’62 Amendments to the FDC Act and the pharmaceutical-related agenda 

consumer advocates developed in the late 60s and early 70s as indications of an 

ideological shift within the consumer movement that narrowed its reformist vision from a 

concern with “economic” regulation to an exclusive focus on “health and safety” 

measures.216  Consumer activists, the argument goes, permanently de-radicalized during 

the postwar era, became insensitive to the inability of poor and working-class consumers 

to afford medicines and other necessities, attributed inflation to labor’s demands for 

higher wages, and sought government intervention only to prohibit outright fraud and 

prevent accidents and injuries.   

But, as Harold Aaron quietly pointed out in Consumer Reports in the 50s, the 
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implications of the “chemotherapeutic revolution” for public health were often more 

complex than the pharmaceutical industry made them out to be, as were its implications 

for what comprised the proper objectives of consumer action.  These complexities 

likewise render problematic the analytical distinction between “economic” and “social” 

regulation, on which historical and political analysts have relied in describing the 

evolution of the consumer movement, for assessing consumer advocacy around 

pharmaceuticals (and, one might argue, other areas of activism).  Moreover, the consumer 

movement’s alienation from labor unionism had as much to do with labor’s own inability 

to re-radicalize during the mid- and late-60s and steadily decreasing power as with the 

curtailment of consumerism’s radical ambitions for economic redistribution.   

Although the labor movement lent support for civil rights and antipoverty 

legislation, immigration reform, and expanding federal provision of health insurance, 

unions alienated radicals on the left when they failed to embrace new bases for mass-

mobilization that began challenging the liberal Democratic establishment in the mid- and 

late-60s—as when the United Auto Workers supported Johnson’s preventing the 

Mississippi Freedom Democratic Party from being seated at the 1964 Democratic 

National Convention, and the AFL-CIO withheld support for the 1968 Poor People’s 

Campaign and excoriated antiwar protesters.217  And although there were significant 

white-collar unionization efforts in the late 50s, 60s, and 70s among public employees, 

teachers, social workers—in the wake of massive swelling of the ranks of white-collar 

employment after WWII—and later, among blue-collar workers in municipal service 

venues, particularly hospitals, the overall proportion of workers in unions continued to 

slowly shrink.218  In the late 60s and early 70s, many influenced by New Left ideas—
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particularly those on the “health Left” who were working in hospitals, with migrant 

workers, or with poor people in urban areas—embraced unionization efforts and worked 

toward passage and enforcement of the OSH Act.219  But those radicalized within the 

civil rights and antiwar movements were skeptical that the existing labor movement was 

capable of being the pre-eminent driver of social and political change, and by the end of 

the 70s, they felt confirmed in their skepticism.  Although HRG and PC, for example, 

continued to work closely with Tony Mazzocchi and the OCAW on discrete occupational 

health and safety projects, the grassroots action that the Group had hoped to help spur 

among union locals nationwide in the early 70s never materialized on the scale Wolfe and 

colleagues envisioned, and only seemed less likely as unions grew weaker.   

Relatedly, in the late 70s, many of HRG’s cancer-related initiatives began 

meeting with stronger opposition and frustration.220  HRG’s cancer work had targeted 

multiple federal agencies and most clearly embodied the Group’s pursuit of alternative 

bases for framing government’s obligations to citizens and for collective action that could 

bind workers and consumers across class boundaries.  By the 80s, however, the Group 

had reined its aspirations for influencing the national strategy for stemming cancer, 

focusing intensively on discrete administrative and court-based struggles with FDA and 

OSHA over food additives and the Delaney Clause and specific workplace 

carcinogens.221  Mazzocchi featured on a panel of “Victims of Corporate Abuse” at the 

1980 Big Business Day event alongside Joyce Bichler (who had become the first 

successful DES-exposed plaintiff the year before) and representatives of groups 

committed to:   securing land rights for poor black people in rural areas, advocating for 

women within the AFL-CIO, and advocating for those concerned about the health effects 



 

 

295 

of toxic waste disposal in Love Canal, NY.222  But the alliance between consumers and 

workers that Big Business Day aimed to reinvigorate, like the pliant concept of “body 

rights” that encompassed their mutual interests, remained fraught with internal tensions 

that limited what it could accomplish beyond the doomed Corporate Democracy Act in 

the way of a “progressive” agenda.  

When the leadership of PC and the Multinational Monitor successfully headed off 

unionization drives among their staff members in the early 80s, the press understandably 

reported on the events as if they were deeply ironic.223  Indeed, a strike at the first 

consumer product testing organization had led to the founding of the most militant 

consumer activist organization to exist in the U.S. before WWII.  But strains between the 

consumer movement and unions—of both ideological and practical varieties—had been 

clearly evident from the very origins of the consumerist resurgence within the New Left 

and only intensified with deindustrialization.224  And the skepticism within one formation 

of the other’s ability to represent working-class interests was mutual.  PC had always 

viewed the union movement simultaneously as a partner in reform and as a bureaucratic 

entity in need of reform itself.  Even as the organization continued to collaborate with 

unions in petitioning and suing administrative agencies and lobbying Congress during the 

80s, it lent pivotal support to the insurgent movement within the Teamsters that helped 

precipitate the reorganization of the union’s leadership structure and landmark 

democratization of its election process late in the decade.225   

At the same time, late 20th-century consumer groups’ internal conflict over trade 

policy did have potential to pit middle-class against working-class consumers, imperiling 

consumer advocates’ relationships with unions.  While Nader and Mark Green, for 
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instance, in the context of PC’s “Consumers Opposed to Inflation in the Necessities” 

(COIN) campaign in 1979, argued that labor’s wage demands did not contribute 

significantly to inflation, they did identify protectionist trade policies long championed 

by unions as problematic.226   

In general, though, cautious to preserve alliances with labor, consumer groups 

remained silent on trade policy until the era of the WTO, when PC’s new Global Trade 

Watch division became a leading critic—alongside labor and international consumer 

groups—of the free-trade agreements into which the U.S entered.  And where HRG and 

its advocacy around pharmaceuticals were concerned, the qualified nature of the 

consumer movement’s alliance with labor and divergences between middle-class and 

working-class interests in pharmaceuticals, had bearing on—but were by no means 

determinative of—the Group’s emphasis on the efficacy and safety of drugs, as opposed 

to their affordability.   

It is significant that HRG’s efforts to strengthen the more “economic”-seeming 

aspects of pharmaceutical regulation constituted the Group’s primary collaborations with 

labor unions in the realm of drugs, and the circumscribed nature of these attempts and 

what they accomplished is important to note.  In the unsuccessful effort to fend off the 

drug export law (which would have loosened FDA restraint of market entry, a core 

“economic” prerogative of industry’s), for example, HRG called upon their alliance with 

the OCAW to assist the international coalition.  The Group asked OCAW, in particular, 

to help counter industry’s claims that the nation’s trade deficit and employment needs 

outweighed any ethical, public health, or foreign diplomacy considerations that the 

proposed legislation raised.  The threat of new biotechnology companies’ cultivating their 
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innovations overseas, however, ultimately secured bipartisan support for the bill.   

And in what were perhaps PC’s most significant actions related to drug prices in 

the 80s, HRG and the Litigation Group helped stave off a Reagan administration effort to 

subject generic drugs to substantially more pre-market scrutiny (and thus delay 

availability of generics), while Congress Watch and HRG—in collaboration with unions 

and senior citizens’ groups—lobbied actively for legislation that would codify 

accelerated approval for generic drugs and against legislation that would lengthen some 

drugs’ patent-lives.227  In 1973, in the midst of debate at the FDA over the therapeutic 

equivalence of generic drugs to brand-names, John Nestor mentioned in a note to Wolfe 

his belief that:  “The only answer is the original Kefauver proposal that there be an 

exclusive patent for only three (3) years and then the holder would be forced to license 

the competitors at 7.5 to 8% annually. Kefauver said that anyone who couldn’t make a 

reasonable profit under theses circumstances was hopeless. I agree. This was Kefauver’s 

main point and it was lost in the shuffle.”228  Wolfe, too agreed: shortening patent life 

was what HRG proposed at hearings Waxman held early in the debate over patent 

extension, but the limits of what Waxman accomplished very closely resembled the limits 

Sen. Kefauver encountered with his reform effort of the late 50s and early 60s.229  The 

1984 “Hatch-Waxman,” or Drug Price Competition and Patent Term Restoration Act that 

ultimately resulted from these negotiations was a compromise that traded the 

streamlining of generic approval that Waxman and PC desired for the patent-term 

extension Hatch sought.230  

PC’s ultimate endorsement of a bill that contained patent extensions in 1984—

like HRG’s failure to champion an “essential medicines” list (federal formulary) for the 
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U.S. at hearings on the problem of antibiotic-resistant bacteria the same year—did not 

represent an ideological statement, but an adaptation of the organization’s aspirations to 

the existing political environment.  That the Hatch-Waxman compromise resulted from 

PC’s lobbying campaign, despite the organization’s partnership with labor groups and 

outreach to senior citizen’s and other groups through “grassroots alerts” does, perhaps, 

reflect the weakness of the consumer-labor alliance in the late 20th-century and the limits 

of the consumer advocates’ ability to mobilize mass-based action.231  HRG viewed both 

the labor movement and the “wonder drugs” that distinguished the substance of late 20th-

century pharmaceutical advocacy from that of CU in the interwar period in a complex 

light, however.  And in this light, the Group’s emphasis of government’s obligation to 

help doctors and patients distinguish good drugs from bad rather than a government 

obligation to control the prices of drugs does not appear to be the consequence of the 

breakdown of the worker-consumer coalition after the postwar period or of any hard-and-

fast distinction “third-wave” consumer advocates made between “economic” and “social” 

regulation.   

It resulted from the priority-setting process of a group, operating in a political 

environment increasingly hostile to centralized, rather than “competitive,” solutions to 

problems in healthcare delivery, that possessed both expertise in medicine and toxicology 

and a conviction that overconsumption and underconsumption of pharmaceuticals were 

dual features of one healthcare (and political) system inadequately responsive to public 

need.   The introduction of “wonder drugs” between the second and third “waves” of the 

consumer movement did not, in HRG’s view, simply shift the central problem for 

consumer activism from overconsumption of patent medicines and underconsumption of 
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primary/preventive health services to underconsumption of prescription medication 

health services, alike.  The problem of uninsurance persisted, and on this count HRG saw 

its own role—much as CU had seen its own in the 30s and 40s—as that of inflexible 

advocate for a single-payer national health insurance system, keeping this policy solution 

on the national “radar,” even as it grew increasingly improbable politically after the 70s. 

But radical thought and action in the late 60s and 70s also explicitly made problematic 

the substitution of “access to healthcare” for “health” as the objective of reform—and of 

healthcare workers for every other kind of worker as the agents of reform—in a way that 

radicalism of the interwar period had not.  In its pharmaceutical advocacy, HRG’s agenda 

also resembled CU’s in that the Group saw consumer education and participation in 

politics as a key force for reform, and advocated stronger government “gate-keeping” at 

the entrance to the pharmaceuticals market and more active policing of marketing.  By 

the late 20th century, however, this work had taken on new dimensions of significance, so 

that HRG’s iteration was at once more and less “intransigently perfectionistic” than CU’s 

had been in 1938. 

 On the one hand, because prescription medication had become so central to 

clinical medicine, and because HRG—informed by late-60s radicalism—had come to 

question openly the very processes that produced the knowledge that comprised medical 

expertise, the political implications of HRG’s advocacy around pharmaceuticals were 

potentially more profound than those of CU’s interwar efforts.  The Group explicitly 

raised questions that Harold Aaron had begun raising only in submerged fashion in 

Consumer Reports during the 50s, about the relative importance of drugs and other 

medical and public health interventions for fighting disease at the population level and 
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the trustworthiness of physicians and scientists to serve the interests of patients and lay-

consumers, both on an individual level and as policymakers.  The critique of 

“medicalization” of which the Group was—with respect to select “pathologies”—a 

leading proponent, was part of a larger challenge to an American health policy that 

generally prioritized development and implementation of private clinical medical 

interventions over population-based public health measures that might require structural 

alterations to economic and political institutions.  Advocacy around prescription drugs 

became a method for revealing, in Elizabeth Fee’s words, the ways in which “capitalist 

medicine…evades the social causes of much ill-health, causes rooted in the structure of 

the capitalist system itself.”232   

It was within this framework that HRG urged FDA to acknowledge its own 

function as articulator of the public’s interest in drugs and fulfill that function more 

forcefully.  This objective was manifest in HRG’s engagement in debate with FDA over 

the safety and efficacy of specific drugs—such as erythromycin estolate, metronidazole, 

and clindamycin—and over the agency’s policies that governed safety and efficacy 

assessment of drugs generally.  It was evident in HRG’s critiques of FDA’s public 

transparency, consumer education, and consumer engagement—features that could have 

made the agency resemble the type of institution Harry Marks says the U.S. sorely lacks, 

one “in which our traditional concepts of the benefits of medicine can be deliberated… in 

a context where the professionals do not hold the upper hand.”233  In the absence of what 

HRG viewed as adequate FDA vigilance and transparency, the Group turned to direct 

patient-education and direct empowerment of consumers in the courts.   

The extent to which HRG sought to bring lay-consumers into a government-
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brokered (and sometimes court-brokered) establishment of a more “rational therapeutics,” 

and the degree to which the Group envisioned federal and judicial intervention in the 

content of clinical care, went far beyond that CU had fathomed when Kallet championed 

a strict food and drug law and Aaron began educating consumers about illness and 

treatment, subtly altering the image of physicians as trustworthy brokers of medicine and 

clinical care. On the other hand, in its very structure, CU had modeled materially—if 

abortively—the cross-class, lay-professional coalition that HRG only embodied 

episodically and envisioned as permanent in a distant future of progressive reform.  If 

most diseases, infectious and chronic, were preventable and amenable to “political 

solutions” within and beyond the scope of FDA regulation, as both Aaron and Wolfe 

believed they were, the interwar CU – nested as it was within the CIO at the height of 

industrial unionism’s potency, and before the health of the pharmaceutical industry had 

become so closely identified in political, popular, and medical consciousness with the 

public’s health – was better equipped to pursue such solutions.   

The consciousness of expertise as socially and exploitatively produced had only 

partially awakened within the most radical consumer activists of the 30s, but when it 

developed more fully in the late 60s, no cross-class, lay-professional social formation 

existed to model—as CU had, briefly, in 1936—the joint mobilization of experts and the 

laboring masses, blue- or white-collar.  Chastened by the denouement of radical 

organizations like MCHR, the late 20th-century consumer movement committed itself to 

“pinching off pieces of…bigger social problems,” and HRG did this, largely, by re-

assessing the safety and efficacy of prescription drugs. Other consumer advocacy groups, 

particularly in the international context but also domestically (some in Nader’s immediate 
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orbit) focused on the issue of drug prices.  These groups developed economic 

arguments—sometimes linked to assessments like those HRG made of drugs’ therapeutic 

value—to counter the pharmaceutical industry’s claim that the high cost of existing drugs 

was necessary to underwrite the development of new and innovative drugs.   

HRG collaborated episodically with these groups on the small proportion of the 

Group’s initiatives that involved drug prices.  Ben Gordon, Sen. Nelson’s staff economist 

who opened the Senator’s decade of hearings with a focus on generic equivalency, after 

working with HRG in the late 70s, joined the National Council of Senior Citizens and 

collaborated with HRG on an effort to stop Medicare reimbursement for drugs deemed 

inefficacious in the DESI review in 1980.  He then pressed, with assistance from Lee and 

Silverman, for a national formulary in the mid-80s.234  Throughout the 80s, while co-

directing the Multinational Monitor and Essential Information, lawyer Robert Weissman 

(who would become president of PC in 2009) developed expertise about the prices of 

drugs internationally, and in the 90s helped found the “Access to Medicines” project 

within Essential Information and the Consumer Project on Technology externally with 

economist James Love, to facilitate access to essential medicines and “knowledge goods” 

more generally in the developing world.235  Weissman and Love both consulted 

extensively for the WHO.  

HRG had never advocated price controls in the U.S., and by the time international 

attention to problems in antibiotic use renewed U.S. attention to the domestic problem 

with bacterial resistance in the mid-80s, the Group was no longer stressing some of the 

strong, centralized solutions it had helped champion in the 70s.  HRG compromised on its 

few price-centered initiatives and turned more urgently to direct consumer education and 
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preserving private recourse to tort actions.  But although Nader and Green posited in 

1973 that “keeping an unsafe drug off the market” was a clear-cut example of necessary 

regulation, both more beneficial to the public and easier to execute than the “economic” 

regulation of drug prices, HRG spent 40 years trying to alter FDA’s determinations about 

the safety of specific drugs, while the drug industry depicted the rigors of pre-market 

approval as unduly onerous encroachments on companies’ economic prerogatives.236  

The Group continually demanded access to drug safety and efficacy data that FDA 

possessed—which the industry wanted kept private to protect its “trade secrets”—arguing 

always that the public health repercussions and attendant public interest in the data 

outweighed any potential commercial harm to industry.237  Because drugs’ “safety,” 

“efficacy,” and monetary worth were interrelated, and because pre-market approval 

restrained a core economic prerogative of industry’s, when it came to advocacy around 

pharmaceuticals, distinctions between advocacy for “social” and “economic” regulation 

were more palpably provisional than Nader’s and Green’s framework suggests.  

Dan Carpenter argues that despite the FDA’s dual commitment to promoting both 

the “health” of the drug industry as a whole and the healthiness of the industry’s 

products, and despite the agency’s failure to gain authority over pricing, the “reputation 

and power” FDA had slowly and steadily accrued from the 50s forward was not easily 

threatened.   Even when aspects of drug regulation came to be seen as encroaching on 

internal corporate decisionmaking and imposing excessive costs on companies, what 

significant authority the agency did have over industry survived profound 

macroeconomic and political shifts in the 70s.  Carpenter posits that it was by “stepping 

astride the drug prices debate” in the 50s and, to a large extent, with the ’62 reforms, that 
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the FDA “avoided [both] cries of medical socialism that advanced as European countries 

began to regulate drug prices” and “guilt by association over spiraling medical 

inflation.”238  Robert Bud, on the other hand, as a historian focused on antibiotics, views 

the greater “economic” authority that the ’62 reforms denied FDA as having been 

indispensable to the agency’s public-health mission.  He argues that the Kefauver 

hearings—and virtually all therapeutic reform debates in successive decades—failed to 

secure this authority because reformers did not reorient debate over pharmaceutical 

regulation away from the problem of underconsumption toward addressing the 

“transformation of the bacterial ecosystem.”239  

If the state of the “bacterial ecosystem” did not alter “the limits to the centralized 

restriction of antibiotic prescribing in America,” however, and if, as Jeremy Greene 

argues, drugs’ role in defining chronic disease was primarily meted out in private 

consultation between clinical researchers, drug companies, and their regulators, it was not 

because there had been nothing in the Kefauver hearings or subsequent consumerist 

agitation to suggest drugs were defying classification as commodities in new ways.240  It 

was not because no one either within or outside the limited community of scientists and 

physicians thought about the iterative relationship between drugs, diseases, and disease 

categories.  It was, rather, a measure of the limits of consumerist achievement in reform.  

The content and limitations of the advocacy around antibiotics that HRG—as the premier 

U.S. consumer group to focus on pharmaceutical issues before the late 1980s—carried 

out do shed light on the persistence of problems with antibiotics in the U.S. and globally.  

But the practical and political functions that these same limitations served given HRG’s 

resources and the historical interval in which the Group operated—like those served by 
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FDA’s own studied avoidance of debate over drug prices during the formative 50s and 

60s—shed more light still.   
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CHAPTER FIVE 
______________________ 

 
HRG’s Advocacy around Drugs for Chronic Disease 

 
 
 
 Another factor modulating the intensity of HRG’s advocacy around antibiotics as a 

class of medications was the intensity of the Group’s focus on drugs for chronic diseases. 

While Wolfe recognized that antibiotics and drugs for chronic disease could both cause 

excess adverse drug reactions, and that antibiotics threatened the permanence of the 

nation’s “conquest” of infectious disease by generating resistant bacteria, there were 

several aspects of drugs for chronic disease—and of the “epidemiologic transition” in 

industrialized nations with which development of these drugs tracked—that Wolfe 

believed made these pharmaceuticals particularly important for the Group to prioritize in 

its advocacy.  For one thing, as he expressed in his 1975 speech to the American 

Association for the Advancement of Science (AAAS), Wolfe thought that public health 

measures—namely, immunizations and sanitation infrastructure—which were firmly in 

place in the U.S. (if not as well-resourced as Wolfe would have advocated), were the 

most essential element for containment of infectious disease.1  It was the lack of such 

fundamental measures, in Wolfe’s view, that ensured that “bacterially-transmitted 

infectious disease[s]” were “still killers in much of the rest of the world” and intensified 

the desperate need for antibiotics in poor countries.  Infrastructure for prevention of 

chronic diseases, however, Wolfe argued, had not yet been adequately developed in the 

industrialized world, and it was within the framework of advocating for such neglected 

prevention that HRG’s work around treatments for chronic disease took shape.  
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 In part because many chronic diseases disproportionately affected politically 

disempowered populations, and because better prevention potentially entailed 

fundamental economic and political reform, Wolfe maintained, in this realm of health 

policy—even more so than in remediation of infectious disease—the U.S. tended to rely 

on an acute-oriented model of clinically-based treatment.  The country proffered drugs in 

lieu of broad social programs to improve occupational safety and health, halt 

environmental degradation, improve nutrition and access to healthcare, and fight poverty. 

“One major reason,” Wolfe posited, “why polio, smallpox and other diseases have been 

conquered but the others”—namely those preventable and often chronic diseases related 

to environmental causes—“have not is political.  Whereas these diseases could strike or 

kill or maim anybody—including those with political and economic power—the effects 

of occupational diseases and the diseases of poverty fall mainly on those with little 

political strength.”   

 Moreover, it was new drugs for chronic diseases that the pharmaceutical industry 

was developing and bringing to market most rapidly and promoting most aggressively in 

the 60s and 70s, raising concerns for HRG that the new products were duplicative or 

inadequately tested.  The latter concern was compounded by the fact that these drugs 

were by definition, meant to be taken for long periods of time and had potential be used 

by large numbers of consumers.  And while overproliferation and overpromotion of 

antibiotics had an ominous synergy with the development of new drug-resistant forms of 

disease, the development and marketing of chronic-disease drugs were shaping the 

burden of disease in the U.S. in subtler, and arguably even more profound and 

irreversible ways.  
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 With respect to some diseases, HRG argued – with reference, for instance, to cancer 

and heart disease in the 70s – that the preferential allocation of federal resources for 

developing clinical treatments adversely affected research into prevention and 

implementation of preventive programs, stunting the development of the knowledge-base 

and infrastructure of prevention.  Furthermore, as the women’s health and consumer 

movements had begun to signal in the late 60s and early 70s with reference to fertility-

altering hormones, the clinically-based treatments that chronic-disease research generated 

were deeply involved in constructing the very concepts of disease that would shape 

clinical practice, public policy, and social behavior for years to come.  When, in the early 

70s, HRG turned from advocacy around hormones to antibiotics, the Group was 

attempting to contribute to the establishment of a “rational therapeutics” that would 

minimize adverse reactions and bacterial resistance. But when HRG took up advocacy 

around other drugs for chronic disease, as with fertility-regulating hormones, the Group 

saw work toward “rational therapeutics” as entailing minimization not only of adverse 

drug reactions, but of an even deeper, more communal-level kind of iatrogenesis than 

bacterial resistance:  one that stemmed from iatrocentrism in the very conceptualization 

of the chronic conditions medicines were being used to treat.   

 As drugs shaped the very definitions of disease—fertility, diabetes, heart disease, 

anxiety, and arthritis—HRG sought to increase the influence of both the federal 

government and consumers over this process.  HRG was wary of the drug industry’s 

generating (and the government’s ratifying) new categories of illness amenable to 

pharmaceutical treatment, and the nature of the Group’s concern about “medicalization” 

went beyond “pharmacologic Calvinism” or middle-class paranoia of an imperialist 



 

 

328 

health sector that created patients out of healthy people for its own gain.2    

 Where certain “ills” were concerned, HRG feared the substitution of treatment for 

prevention, and of acute-oriented clinical care for political or social change.3  However, 

as with antibiotics—in the case of which the changing political environment shaped 

HRG’s efforts to help rationalize the drugs’ use, and the federal government and 

consumers never exerted the extent of control over antibiotic marketing and use that 

HRG originally envisioned—with respect to drugs for chronic disease, the Group’s 

approach to advocacy adapted to its circumstances.  HRG attempted to scrutinize and 

slow but not profoundly alter the process by which drugs became central in chronic 

disease prevention/care, while the fundamental reorientation of U.S. health-related 

policymaking from treatment toward prevention that was the Group’s ultimate objective 

in many ways became consigned to an ever-more-distant future.   

 In many cases, the Group’s vocal objection to a given drug arose solely from their 

concern about adverse reactions, and did not entail any broader critique of 

“medicalization” of that drug’s indication or of preventive failure beyond FDA’s 

approval process.  In these cases, in which HRG sought simply to check the advance of 

specific useless, duplicative, or dangerous drugs on the U.S. market, the Group’s focused 

advocacy can be seen as having attempted, in a purely reactive fashion, to address only 

the most egregious by-products of a competitive pharmaceuticals market. For these 

reasons, it is not difficult to see why historians of the “drug-disease relationship” 

generally do not emphasize HRG’s influence, tending to discuss the Group’s participation 

in debates over particular drugs in isolation from its broader program of pharmaceutical-

related advocacy and to describe HRG’s actions as having manifest a reflexive mistrust 
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of prescription drugs.   

 But viewing HRG’s actions as ideologically committed, either to a “free market” 

for pharmaceuticals or to stopping drug use and development, not only flattens the history 

of the Group itself and the consumer movement within which it was a leading 

organization, but obscures an important chapter within the history of American 

pharmaceutical advocacy and regulation.  HRG is one of few historical precursors and 

analytical reference points for the vigorous consumer action in the era of AIDS that 

followed and overlooking the Group’s actions makes the evolution of the “drug-disease 

relationship” in the realm of chronic disease during the 70s and 80s seem more inevitable 

and less contested than it was.  Exploring the contestation that did take place— 

“medicalization” debates that came to surround specific chronic diseases and specific 

drugs and pitched battles over the relationship between regulation, pharmaceutical 

innovation, and public health—is thus crucial not only for understanding the late-20th 

century consumer movement, but for understanding “the role of pharmaceuticals in 

American life.”4       

 
  
The University Group Diabetes Study (UGDP) and the Beginning of HRG’s Advocacy 
Efforts around Oral Diabetes Drugs 
 
 After HRG’s actions on DES and antibiotics, the next prescription drugs with 

which the Group took issue were oral hypoglycemics—drugs prescribed for the treatment 

of Type II diabetes.5  All forms of diabetes mellitus are disorders that prevent patients 

from regulating blood sugar (glucose) levels, either because of a patient’s inability to 

produce insulin—the hormone responsible for the processing of glucose—or his/her 

inability to use available insulin to regulate glucose well. Type I diabetes (what used to 
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be called “juvenile” diabetes) generally appears in patients before age 40 and involves an 

inability to generate adequate insulin, leaving sufferers completely dependent on injected 

insulin for survival.  Type II diabetes (“adult-onset”) tends to appear later in life and is 

less immediately life-threatening, as sufferers usually can produce some insulin but 

cannot use it well enough to keep blood glucose levels in check.  Type II patients 

sometimes do require insulin, and while the severity of the disorder and extent of its 

repercussions can vary widely between patients, Type II diabetics generally have a much 

lower life expectancy than non-diabetics and are at much greater risk for death and other 

complications of cardiovascular disease, blindness, nerve problems, gangrene, and kidney 

disease.6  Those with a family history of diabetes and those who are overweight are at 

much greater risk for developing Type II diabetes.7   

 By the mid-50s, when a significant new class of oral hypoglycemics called 

sulfonylureas first began to make its way to the market—most products within a prior 

class, synthetic guanidine derivatives, had proved too toxic for large-scale 

dissemination—Type II diabetics made up approximately 80% of diabetic patients.8  In 

the late-50s and early 60s, the producer of the first mass-marketed sulfonylurea in the 

U.S., Orinase (tolbutamide), invested large sums in advertising and shaping popular 

media coverage to encourage screening to reveal “hidden diabetics” whose status was 

discernible only through blood tests, not urine tests that revealed more advanced 

diabetes.9  As blood testing evolved alongside more intensive screening practices, what 

was once considered “prediabetes” became known as early or mild diabetes.10  In this 

way, as Jeremy Greene argues, diabetes exemplifies the extent to which “our 

contemporary understanding of chronic disease is the product of epidemiological 
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practices and marketing practices that have come to configure their common subject in 

increasingly similar terms.”11 

When HRG began expressing concern about prescription of oral hypoglycemics 

to Type II diabetics in 1974, a vigorous debate over the use of these drugs had already 

been roiling the medical community for four years.  The conflict originated with the 

termination in 1969 of the use of tolbutamide in a federally-funded study called the 

University Group Diabetes Program (UGDP)—a study that was meant to resolve the 

question (which had, in turn, been contested throughout the 60s) of whether (and by what 

means) controlling blood sugar levels in individuals who had not yet developed 

symptoms of diabetes beyond those discernible through blood tests would benefit those 

patients by staving off onset of the major complications associated with the disease.12  

The UGDP’s coordinators stopped administering tolbutamide when patients in that arm 

of the study began to exhibit substantially higher rates of mortality from cardiovascular 

events.13  Some 800,000 patients were being prescribed this drug in general clinical 

practice at the time.14   

The FDA immediately responded to the public disclosure of the UGDP result by 

announcing that it would propose new labeling for tolbutamide and other sufonylureas, 

but critics of the study quickly initiated a battle against federal regulatory action based on 

UGDP that lasted some fifteen years.15  First Orinase’s manufacturer, Upjohn, and then a 

coalition of physicians calling itself the Committee for the Care of the Diabetic (CCD), 

who opposed forceful FDA intervention in the content of diabetes care, questioned 

UGDP’s relevance to clinical practice.  Upjohn and the CCD successfully delayed federal 

re-labeling action for several years by raising concerns about the design, execution, and 
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interpretation of the UGDP.16 “Few recent controversies in medicine,” writes Harry 

Marks, “are comparable in length and rancor to that over the UGDP.”17    

Marks focuses on the UGDP as a case study in his history of “rational 

therapeutics” because he believes that “the conceptual issues and political dilemmas” that 

the UGDP raised—about clinical studies’ design, interpretation, and application to 

medical practice and the “appropriate relation between scientific claims and regulatory 

decisions”—were typical of those that emerged in the decades that followed introduction 

of the first “wonder drugs.”  But he argues that “the intensity of the debate over the 

UGDP was atypical” and attributes this peculiar “rancor,” in part, to the “the premature 

announcement of the UGDP findings” in the Washington Post two weeks before the 

researchers planned to present them at the American Diabetes Association’s (ADA) 

annual meeting.”18  This “early notoriety,” Marks posits, “did much to upstage and short-

circuit the customary processes of peer review” and “imparted urgency to each 

deliberation.”19  This notoriety was not itself, however, a bolt out of the blue:  the issues 

that UGDP raised about evidence, clinical practice, and regulation—as well as the deeper 

issues it raised about the “drug-disease relationship”—were matters about which the 

press, consumer advocates, and lay consumers generally became increasingly, though not 

uniformly, conscious and concerned during the late 60s and early 70s.   

It was, not surprisingly, Morton Mintz who broke the UGDP story in 1970, five 

years after he first published The Therapeutic Nightmare and just five months after Sen. 

Nelson’s hearings on the Pill—which Mintz covered assiduously—had shown that the 

intricacies of pharmaceutical regulation could, depending on the drugs concerned, attract 

the rapt attention of millions.20  And it was HRG who helped precipitate Nelson’s holding 



 

 

333 

hearings on oral antidiabetic drugs in 1974, after opponents of the UGDP had succeeded 

in delaying federal re-labeling action for several years.21  HRG also subsequently played 

a key role in hastening FDA’s regulatory response to the UGDP’s findings regarding the 

other oral diabetes drug in the study’s protocol, a guanidine derivative called phenformin 

(DBI).  The study’s investigators had suspended testing of this drug, too, in 1971, when 

subjects in its arm of the study began to show increased cardiovascular mortality, and 

later determined that phenformin was associated with an increased incidence of lactic 

acidosis, a build-up of lactic acid in the blood that is fatal for about half of those who 

develop it.22  Wolfe had been following the UGDP since before Mintz’s revelation in the 

Post.  One of his medical school professors, Max Miller, was among the study’s 

distinguished principal investigators.  From the time of HRG’s founding, as Wolfe 

watched the struggle over regulatory action taking shape around his former professor’s 

research, he knew that he would ultimately make oral diabetes drugs the subject of the 

Group’s advocacy.23   

Unlike Marks, Greene, in his own analysis of the UGDP controversy as a chapter 

in the history of the “drug-disease relationship,” draws attention to the fact that Mintz’s 

article and HRG’s interventions were manifestations of a broader “radical consumerism 

movement” inspired by Nader’s Unsafe at Any Speed and committed to the idea “that 

consumers could form a political base to effect change with broad public health 

implications” by pursuing an agenda “of progressive political change.”24  But Greene 

stops short of linking the emergence of “radical consumerism” directly to his key insight 

into the UGDP controversy—that it “blew up around a disease in the process of shedding 

its symptoms and a drug that was instrumental in that transformation.”25  He does not 
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acknowledge the resonances between the position that HRG advocated in debate over 

oral antiglycemics in the 70s and the conclusion Greene himself reaches as a historian of 

the UGDP controversy 30 years later:  “[o]nce the curtain of diagnosis had shifted 

outward to include the asymptomatic, after hundreds of thousands of symptomless 

patients had come to think of themselves as diabetics, there was no simple path back.”26  

Yet it was precisely this genie-out-of-the-bottle effect about which HRG expressed 

concern during hearings the FDA held on proposed labeling for diabetes drugs in 1975, 

when Anita Johnson said, “Here you are granting an asymptomatic indication. Then you 

are holding your breath a little bit after you grant it. Our position is that it should not be 

granted at all.”27   

Methodologically-couched arguments against the FDA’s reliance on the UGDP 

for arriving at a risk-benefit ratio for tolbutamide cited as a central concern the study’s 

failure to capture the possible benefits of the drug that flowed from its convenience—

potentially visible in data that the study did not gather in any of its arms, about the milder 

complications that are part of daily management of the disease, and in data about how 

existing drug therapy, namely injectable insulin, negatively impacted some patients’ 

quality of life.28  HRG not only thought such possible benefits insignificant next to the 

UGDP’s suggestions (which HRG believed were sound) that Orinase was ineffective for 

controlling blood sugar and presented a grave cardiovascular risk, but believed the drug’s 

very convenience compounded any risk it carried and threatened to arrest improvement 

in, or even to degrade, the quality of diabetic care overall.29  As Wolfe said at the 1975 

hearing, “Unless a person knows why they are being taken from the easy path to what 

might be a harder path, they won’t do it…I think the idea here is to motivate patients and 
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their doctors toward treating, if necessary, the hyperglycemia in asymptomatic patients 

by diet and other means which have been shown to work as the primary mode of therapy, 

not again for convenience reasons.”30  HRG urged FDA, essentially, to reinforce 

distinctions—between “prediabetes” and the acute phases of the disease and between 

prevention and acute care in the form of pharmacotherapy—that oral diabetes drugs 

threatened to efface.  FDA action would, in the Group’s view, go a ways toward 

rationalizing what HRG called the “irrational state of affairs” in which oral diabetes drug 

prescription continued, “despite the findings of increased cardiovascular mortality in 

patients taking [the] drugs and their lack of efficacy” as defined by UGDP’s somewhat 

compulsively “objective” measures.31  It would also turn public health and clinical 

attention toward “the inadequacy of most diet programs for diabetics”—a more 

fundamental problem that HRG considered to be a major factor in perpetuating 

physicians’ reliance on oral antiglycemics to begin with.  

In this regard, HRG championed as a model the intensive, diet-centered program 

that Emory University professor Dr. John Davidson, who testified in Nelson’s 1974 

hearings, ran at the Grady Hospital’s Diabetes Unit in Atlanta—the first large hospital to 

abandon oral diabetes drugs in the wake of the UGDP.32  Later, in the 90s—as insurers 

and state Medicaid programs turned to competitive managed care programs to control 

healthcare costs in the aftermath of the Clintons’s failed attempt to overhaul health 

insurance nationally—the Group would also praise state-level efforts to compel insurance 

companies to provide diabetes-related coverage.  In the absence of a single-payer national 

health insurance system like that for which HRG renewed its advocacy during the 

Clinton-era debate over health reform, the Group observed, such state-level legislation 
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was one of few ways to force insurers to provide diabetes services, particularly more 

intensive preventive services, for which the short-term “business case” was weak.33  In 

2006, while HRG was in the midst of raising concerns about new oral diabetes drugs 

introduced in the early 2000s (the glitazones), the Group also endorsed in the pages of its 

newsletter a pioneering effort in chronic disease surveillance launched by the New York 

City Department that year, in which the city established a registry for the results of all 

tests to monitor the blood glucose levels of its residents.34  The registry, the Group 

argued, would provide city health officials with epidemiologic intelligence that would 

allow it to target diabetes “hot spots” for preventive interventions and improve existing 

clinical care—to provide “more public health, fewer pharmaceuticals.”35   

In general, however, while a belief that acute-oriented clinical care should not 

displace community-level public health measures and political action to get at more 

fundamental causes of diabetes underpinned HRG’s advocacy around oral 

hypoglycemics, most of the Group’s actions around diabetes care revolved closely around 

the drugs themselves—and increasingly so over the course of the 70s, as the Group’s 

hopes for national health reform and community-level health planning slipped away.  

 
 
Cholesterol-Lowering Drugs:  HRG’s Focused Advocacy in a Broader Context of 
Debate over Nutrition, Drugs, and Chronic Disease  
 

During the 70s HRG called for “some reordering of priorities toward more 

prevention” in federally funded chronic disease research, making its case most explicitly 

with respect to cancer, stressing the importance of HEW-funded epidemiological studies 

to detect occupational and iatrogenic causes of cancer and other diseases.36  Wolfe did 

not, however, advocate a ground-up renovation of the research establishment within 



 

 

337 

which he had spent the first years of his career. This was, in part, because Wolfe, as an 

NIH researcher, recognized value in much basic science research the Institutes supported.  

But, to the extent that Wolfe also thought much biomedical research so “narrow and 

focused” as to be of questionable use for medical and public health practice, the focused 

nature of HRG’s own reform strategy, with its special emphasis on pharmaceutical use 

and regulation, was pragmatic.37  HRG did not focus its advocacy efforts on influencing 

federal agricultural, welfare, or public health policies that could affect the epidemic of 

obesity that went hand in hand with increased incidence of Type II diabetes and heart 

disease, either.  Although the Group quested episodically after national health insurance 

to increase access and, HRG maintained, improve the quality of preventive medical 

services, Wolfe did not want to expand its scope too broadly beyond the areas of his and 

his staff’s expertise – medicine, pharmacology, toxicology, and, (after a few years) FDA-

based advocacy.   

Moreover, pharmaceuticals had become increasingly central to public health and 

clinical practice after WWII—despite the reservations that some, like Wolfe and his 

reformer-predecessors, had about these developments.  Drugs thus also became sturdier 

and sturdier footholds for participation in broader debates over health-related policy that 

took place on rapidly-shifting ground.  This becomes evident when one views HRG’s 

work on both oral antidiabetics and cholesterol-lowering drugs in the context of the 

evolution of federally-financed health services in the 60s and 70s, which, as Dan Fox 

writes, in failing to institute national health insurance, constituted a “compromise… 

driven by the assumptions about science, technology, and disease that had been the basis 

of health policy since the turn of the century.”38  The drugs also figured in debates that 
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arose during the 60s and 70s as liberal congressmen began to scrutinize both the federal 

investment in biomedical research that had been the nation’s primary mode of addressing 

chronic disease and federal policy affecting nutrition.39  These politicians were 

responding, in part, to the civil rights and antiwar movements by exploring ways in which 

increased military spending had left neglected domestic environmental, health, and 

welfare issues.40   

As Marks observes, Mintz broke the UGDP story at a moment when “NIH’s 

commitment to clinical trials was hotly contested, within the research community, by 

Congress, and within NIH itself.”41  Mintz, in fact, played an important role in fomenting 

that contestation in the late 60s, when he began to publicize and participate, not only in 

the changes Comm. James Goddard was implementing at the FDA, but the process by 

which the coalition that oversaw the vast postwar expansion of federal investment in 

biomedical research began to break down.  The coalition consisted of a “medical research 

lobby,” represented most prominently by Mary Lasker, the scientific community 

represented by NIH head James Shannon, and congressional support represented by 

Senator Lister Hill and Representative John Fogarty.42  Lay philanthropists and 

foundation managers had become important forces in altering the character of the control 

Congress exerted on medical research after WWII.  Until the 1960s, the pressure they 

exerted on NIH to study a particular disease or organ system, accompanied as it was by 

increasing appropriations, was a condition that research managers did not feel unduly 

constrained basic science research.  The underlying tensions within the coalition, 

however, combined with expansions in government-funded health care and national 

resources strained by Vietnam, led to the coalition’s dissolution beginning in the mid-60s.  
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 A story Mintz broke in 1967 about an earmark within NIH’s proposed 

appropriation for a study of the cholesterol-lowering drug Atromid-S (clofibrate), 

followed by an excoriating report on the management of NIH issued by Rep. L.H. 

Fountain’s subcommittee, contributed to an atmosphere of congressional skepticism 

about the value of medical research as it was being coordinated by federal agencies.  In 

this atmosphere, Congress made the largest cut to the NIH budget in the agency’s history 

up until that date.43  Senator George McGovern’s Select Committee on Nutrition and 

Human Needs also contributed to scrutiny of the federal research program.  The 

McGovern Committee had been appointed in the wake of public revelations about the 

extent of hunger in the U.S. in the late 60s and began delving not only into 

underconsumption of food but overconsumption, and the relationship between excess 

intake of fat, sugar, salt, and alcohol, and, simply, calories and many of the “health 

problems of adults in an affluent society—the degenerative diseases of middle age.”44  

The Select Committee held hearings on the connections between nutrition and obesity, 

heart disease, and diabetes in 1973 and on “Diet Related to Killer Diseases” in 1976, and 

oversaw passage of multiple laws aimed at shaping federally funded research around 

chronic diseases, including the 1972 National Health, Blood Vessel, Lung and Blood Act 

of 1972 and the 1974 National Diabetes Mellitus Research and Education Act.45  Philip 

Lee was among those who urged the Committee in 1976 testimony to expand biomedical 

research on the relationship between diet and health and prioritize nutrition education and 

preventive services in federally funded medical care and medical education.46   

When it came down to carrying out such congressional mandates at the level of 

federal agencies, however, and apportioning limited resources for research, service 
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provision, and education, ambiguities arose regarding pharmaceuticals’ proper roles in 

illuminating chronic diseases’ etiologies and/or being deployed themselves as preventive 

strategies.  With respect to the task of elaborating the relationship between diet and heart 

disease through research, for example, conflicts developed around and within NIH over 

what sort of studies should be prioritized in meeting Congress’s demands for more 

“applied” research.   

Mintz’s criticism in 1967 of earmarking funds for the study of clofibrate turned, 

in part, on concerns that were rooted in his knowledge of events in the early 60s 

surrounding the first cholesterol-lowering drug, MER-29.  These concerns echoed, in 

turn, those that CU voiced in the 50s, when the Reports remained skeptical of 

cholesterol’s causal role in heart disease, underscored the complexity of atherosclerosis, 

and warned against “food fads, bizarre diets, the use of insufficiently evaluated new 

drugs, and neurotic attitudes toward physical activity.”47  Mintz questioned FDA’s 

decision to approve clofibrate in 1967, arguing that the approval was premature given 

that the “cause-effect relation between high cholesterol and disease,” had “not yet been 

proved.”  He characterized the Lasker lobby’s efforts to mark federal funds for a study of 

the drug “without bothering to get the views of” NIH—which was already examining the 

drug alongside four others in a large-scale study of the usefulness of cholesterol-lowering 

drugs in preventing additional heart attacks in those who had already suffered one such 

episode (the Coronary Drug Project, or CDP)—as indicating “the informality and warm 

generosity with which the Congressional appropriation process for medical research is 

sometimes carried out” and “the influence exerted on NIH appropriations” by Lasker and 

her associates.48   
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Mintz’s criticism echoed a remark that Goddard made, which contributed to his 

own ultimate departure from the FDA: the Commissioner was quoted as saying that he 

refused to become one of “Mary [Lasker]’s little lambs” in exchange for advancing his 

career within the health research and services establishment.49  Yet even within NIH and 

the research community, which Mintz said Congress had not consulted when opting to 

underwrite an additional Atromid-S study, there were divisions over what constituted a 

rededication—a true adaptation—of biomedical research to the prevention of chronic 

disease.  

 The Coronary Drug Project (CDP) itself, which Mintz described as testing the 

still-only-hypothesized “need for [cholesterol-lowering] drugs,” had edged out still 

another study that had been proposed for NIH’s consideration in the late 60s—this one 

without pharmaceuticals—to explore the relationship between dietary fat and heart 

disease.50  Marks chronicles the proposal, piloting, and ultimate abandonment of the 

“Diet-Heart Study,” and points out that these events occurred in an atmosphere in which 

NIH felt its basic research projects threatened by the demand for applied, disease-specific 

research and in which many at the Institutes looked on clinical trials as “a necessary 

evil.”51  The drug-focused CDP not only had powerful proponents such as Lasker and the 

support of statisticians at the National Heart Institute who thought it would prove the 

“value of clinical trials in setting health policy,” but presented fewer ambiguities than the 

Diet-Heart Study did in terms of the hypotheses it meant to test about the relationship 

between diet and heart disease.52  As Marks writes:  

the hypotheses being tested varied widely, depending on the individual 
who was speaking and the occasion on which he spoke. In designing their 
trial, the diet-heart investigators attempted to define a narrow, single 
hypothesis:  Would dietary change affect the rate of heart disease in the 
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general…population? Others implicitly regarded the Diet-Heart study as a 
test of an etiologic theory – Did the American diet “cause” heart disease? 
– and, depending on their training and professional orientation, agreed or 
disagreed with the proposal that a controlled clinical trial of diet in a 
general population could best test this theory…What dietary advice should 
physicians give their patients? What changes should the food industry 
make in the product mix? What advice should the Surgeon general 
give…? Again, depending on which of these questions one hoped to 
answer, one might hold very different opinions about the merits or 
demerits of the Diet-Heart study.53   

 
Marks argues against drawing the conclusion that “support for the CDP, in preference to 

the Diet-Heart study, represents the medical profession’s preference for drugs over diet, 

treatment over prevention.”54  He cites as evidence the facts that “by the early 1970s, 

public health researchers…had begun advocating multiple intervention trials,” and 

Congress funded a new “multiple intervention trial of diet, smoking cessation, and 

exercise,” the Multiple Risk Factor Intervention Trial (MRFIT), in 1972.55  But if federal 

support for clinical trials in the late 60s and early 70s did not uniformly and ideologically 

favor treatment—or drug-based prevention—over preventive strategies of other kinds, in 

the 70s and 80s federal health policy overall, including that governing biomedical 

research, did.56   

The government’s very preference for clinical trials as a basis for policymaking 

both reflected and helped determine the extent to which methods originally developed in 

carrying out and interpreting prospective epidemiologic studies increasingly came to be 

applied and refined during the 60s in randomized controlled trials to test the efficacy of 

pharmacologic and clinical interventions.57  These “new collaborations between public 

health and medicine” in the words of Alan Brandt and Martha Gardner, “…had the effect 

in some instances of diluting the traditional commitment within public health and public 

health education to emphasize the social, behavioral, and environmental variables central 
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to the health of populations.”58  The more seemingly “individual” and quantifiable the 

risk factor that a research study set out to examine, the less contested the implications of 

its hypotheses, and the less treacherous its use to support policy decisions.   

As the fate of the McGovern Committee’s initiatives in the late 70s and the way 

in which hypercholesterolemia came to be recognized as a form of diagnosable illness 

between 1970 and 2000 suggest, policy aimed at changing American nutrition 

encountered obstacles that policies that effectively expanded the use of cholesterol-

lowering drugs did not.  This was in part because cholesterol drugs lent themselves more 

readily to clinical testing than alterations of Americans’ diets and in part because the 

same acute-care orientation that made U.S. health policy responsive to clinical trials 

made it less responsive to insights about population-level, environmental causes of 

disease.59  Even when the relationship between cholesterol and heart disease became 

clear and incontrovertible in the late 80s, U.S. policy tended to pursue nutritional changes 

on an individual, clinical level, rather than through population-level measures.  The 

government was not inclined to regulate agriculture and food production with reference 

to these industries’ social functions and repercussions, construing them instead, as 

fundamentally economic endeavors.  These dynamics make HRG’s decision to focus on 

drugs difficult to characterize as exclusively “pragmatic” or “principled.” 

The McGovern Select Committee’s 1977 report Dietary Goals for the United 

States unleashed a firestorm of criticism from several quarters of the national agricultural 

industry that saw the report’s recommendations as a governmental assault on business, as 

well as from the American Medical Association (AMA), which saw the report as 

interference with individual-level clinical medical practice.60  Members of McGovern’s 
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committee who represented states in which the meat industry was concentrated demanded 

the report’s revision, and the Senate soon dissolved the Select Committee into the 

Committee on Agriculture, Nutrition, and Forestry.61  When Reagan appointed a hog 

farmer head of U.S. Department of Agriculture (USDA) in 1980, the agency became 

more responsive to industry’s concerns, and the Center for Science in the Public Interest 

(CSPI)—another, more nutritionally-focused organization spun off from Nader’s original 

network of public-interests groups—continued to voice objections and attempt to 

influence revision of the Dietary Goals.62   

While HRG was not a participant in this debate, the Group was very involved in 

an effort that was in some ways complementary to CSPI’s.  HRG played an active role in 

articulating the trajectory high cholesterol followed in becoming a pharmacologically 

(rather than dietarily) treatable disease by demanding regulatory action of FDA when the 

CDP revealed that clofibrate induced some severe adverse reactions.63  The drug was, as 

Greene explains, “perhaps the best-tolerated cholesterol-reducing agent of the 1960s and 

1970s,” but “…[w]hatever optimism Atromid-S had inspired in the treatment of high 

cholesterol was effectively gutted by” the 1975 results of the CDP, which showed the 

drug to cause gallstones and liver problems.64   

Early in their relationship, John Nestor had expressed concerns to Wolfe about 

cholesterol-lowering drugs that were on the market.  Nestor made the same observation to 

Wolfe that Mintz had done publicly (likely under Nestor’s tutelage):  FDA’s granting 

approval to cholesterol-lowering drugs when HEW took the position that there was, as 

yet “no definitive evidence that lowering cholesterol in man by diet or drugs is effective” 

in mitigating heart disease represented a contradiction.65  HRG did not act on this basis 
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alone, and did not question that reducing dietary fat intake was advisable.  In 1977, 

however, when the CDP researchers completed patient follow-up and prepared to publish 

a second article presenting evidence that the study had shown clofibrate to cause 

gallbladder disease, the lead author—a gastroenterologist with whom Wolfe had worked 

at NIH—contacted the Group’s director.66  The researchers’ findings, combined with 

preliminary findings from a WHO-coordinated study in Europe that also implicated 

clofibrate in gallbladder illness, prompted HRG to petition the FDA upon the CDP 

article’s publication.  The Group asked FDA to withdraw approval for the drug and 

“initiate a review as to why any other cholesterol-lowering drug should be allowed on the 

market in view of their lack of therapeutic efficacy in improving mortality or morbidity 

from coronary heart disease.  Any further research to determine…if the drugs have any 

benefit,” HRG argued, “should be done on an experimental basis which would drastically 

reduce the number of people exposed.”67  Research on the role of cholesterol in heart 

disease might ultimately have applications in clinical practice, HRG maintained, but it 

should not yet, at least not in the form of clofibrate prescriptions.   

As Greene observes, the CDP’s results and the Multiple Risk Factor Intervention 

Trial’s (MRFIT) failure at its 1980 completion to show that smoking cessation, lower-fat 

diet, and exercise reduced heart disease incidence delayed scientific acceptance of 

cholesterol as a risk factor for heart disease.  Such acceptance—and the 

institutionalization of cholesterol-reduction as a strategy for treating/preventing the 

disease through the federally coordinated National Cholesterol Lowering Education 

Program (NCEP) and its guidelines for clinical practice—did not fully occur until studies 

of cholesterol-lowering drugs in the mid- and late-80s (most significantly, large-scale 
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trials of the first statin drugs, carried out after their approval by the FDA in 1987 and in 

subsequent years) achieved their intended results.68  Because HRG took a leading role in 

directing public, governmental, and medical attention to clofibrate’s risks (a definite 

increased risk of gallbladder disease and, animal tests showed, a possible increased risk 

of liver cancer) and the unproven-ness of cholesterol-lowering drugs’ benefits—as 

evidenced first by the CDP and then, in 1978, by the 13-year WHO-coordinated study—

the Group was arguably an important player in shaping the definition of heart disease in 

the late 70s and early 80s.69  The Group precipitated a 1977 FDA advisory committee 

meeting on clofibrate.  The meeting did not result in the agency’s banning the drug as 

HRG requested.  (In refusing this request the committee cited the drug’s utility for 

treating the small subset of those with high cholesterol whose condition resulted from a 

genetic condition called Type III Hyperlipoproteinemia that presents in relatively young 

patients.)  The meeting did, however, lead to labeling changes that reflected the 

carcinogenicity findings and the appointment of another committee to examine the issue 

of clofibrate’s “overuse.”70   

After the WHO study, which initially prompted West Germany to ban clofibrate, 

HRG testified at another meeting of the FDA’s advisory committee in February of 1979.  

This committee mandated a new boxed warning on clofibrate recommending the drug 

only be used for severe, rarer forms of hyperlipidemia and, in some cases, “as an 

adjunctive therapy in patients…who do not respond adequately to diet and weight loss.”71  

When HRG learned, through FDA documents obtained with Freedom of Information 

requests, that the producer of Atromid-S, Ayerst, had mounted an advertising campaign 

that seemed to urge physicians to prescribe clofibrate to a much broader set of “coronary-
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prone patients” than FDA-approved labeling advised, the Group urged the agency to go 

beyond compelling discontinuation of the advertising, as it had already done.  HRG asked 

FDA to request that the Department of Justice prosecute the company for its promotional 

material; require patient package inserts for clofibrate; and “rewrite and tighten the FDA-

approved labeling for the drug so it is much clearer that only a small fraction of present 

users should be given the drug and so its effects, mainly adverse, are more prominent in 

the labeling.”72  The government did not prosecute Ayerst, but FDA did consider the 

reduction in prescriptions that had followed the introduction of more restrictive labeling 

inadequate.  The agency thus negotiated company-sponsored efforts to educate 

physicians and patients about clofibrate’s risks and limitations and included the drug in 

the short-lived mandated patient package insert (PPI) pilot program—for the restoration 

of which HRG, NWHN, and the National Council of Senior Citizens sued the Reagan 

administration a year later.73  At another FDA advisory committee meeting in January of 

1981, HRG once again urged that the agency ban clofibrate, and make it available only in 

clinical research.74  FDA did not do this, but further narrowed the indication for the drug 

in labeling, saying the drug was only appropriate for the most severe and intractable 

hypercholesterolemia, hypertriglyceridemia, and Type III hyperlipoproteinemia.75         

 

As in the case of oral diabetes drugs, HRG was intensely aware that cholesterol-

lowering drugs promised to facilitate the process by which coronary heart disease was 

“shedding its symptoms.”  Also as with hyperglycemia, the Group sought to rationalize, 

in its view—and, in the case of clofibrate, to slow—the process by which asymptomatic 

heart disease became targeted for pharmacotherapy.  “This whole class of drugs,” wrote 
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Wolfe in his first Atromid-S petition, “is, of course quite reminiscent of the oral diabetes 

drugs in having a chemical but not a therapeutic effect.”76  It was not, however, the 

“shedding of symptoms” itself—the identification of high cholesterol as a disease—with 

which HRG took issue.  In its communications with the FDA about clofibrate, although 

the Group argued that drug-induced lowering of cholesterol was a “chemical benefit 

unaccompanied by any demonstrable health benefit,” the Group never argued that dietary 

reduction of cholesterol was an irrational objective—as some other skeptical scientists 

and physicians did, even into the late 80s.77 What HRG objected to was prevalent chronic 

diseases “shedding symptoms” in lock-step with the marketing of new pharmaceutical 

products, in such a way as to obscure, if not foreclose, the possibility of prevention by 

other means.   

In 1987, several months before FDA approved the first well-tolerated, highly 

effective cholesterol-lowering drug – lovastatin (Mevacor) – and the NCEP, in turn, 

produced its first guidelines for diagnosing and treating hypercholesterolemia, HRG 

urged FDA to make the definitions of “cholesterol free, low cholesterol, and reduced 

cholesterol” in the agency’s proposed regulations for food labeling more precise.  HRG 

desired this so that “food labeling regarding cholesterol, fat, and fatty acid content could 

effectively assist consumers in lowering their intake of these substances and reducing 

their risk of heart disease.”78  And although Wolfe maintains today that some panels that 

generate clinical guidelines, “even under the imprimatur of the NIH,” including the 

NCEP, “are fraught with conflict of interest,” HRG did not make such conflicts of 

interest at the NCEP the subject of its own advocacy when the panel issued its cholesterol 
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guidelines, or participate when others called the panel’s motives into question in 

subsequent years.79   

HRG also did not raise concerns about lovastatin itself until 2000, when its 

maker, anticipating the imminent expiration of the product’s patent, sought to switch 

Mevacor from prescription to over-the-counter (OTC) status, and 2001, when the 

withdrawal of FDA’s approval for one statin prompted HRG to demand stronger and 

more consistent warnings on all statin medications about the possibility of muscular side 

effects, myopathy and rhabdomyolysis.80  Indeed, the pharmacologist-member of the 

team at FDA responsible for issuing lovastatin’s approval in 1987, Elizabeth Barbehenn, 

who joined HRG’s staff in 1998, cites Mevacor admiringly as a premiere example of “a 

basic science approach to drug development.”81  Barbehenn had worked with Merck’s 

CEO, Roy Vagelos, before he joined the private sector, and explains that “[w]hen he 

went to Merck he took with him the ideas that he had developed for regulating 

cholesterol synthesis which was his field and took this natural compound, lovastatin, 

because he knew how it worked and knew it would block the synthesis of cholesterol. So 

that was… the nicest example [of drug “discovery by design.”] Most of [the new drug 

applications with which she dealt at FDA,] I just had a feeling they were plucking things 

out of the air.”82  Lovastatin confirmed through its effectiveness a new and more 

sophisticated thesis about how cholesterol accumulated in blood and arteries.  It rapidly 

became among the highest-selling drugs ever produced, and ultimately demonstrated 

through massive clinical trials (alongside subsequently patented statin drugs), with 

unprecedented clarity, that lowering blood cholesterol could prevent heart disease.83  
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 After the introduction of statins, HRG continued to argue that cholesterol-

lowering drugs were “misused,” but began to argue that they were “also underused.”   

“There are people,” as Wolfe says now,  

who really would benefit from using them.  Maybe you could say they 
could have diet and exercise but if they've got really severe coronary 
artery disease and have already had a stroke or heart attack the evidence is 
pretty good [that they should be taking a drug]… So on one hand there is 
an under-treatment of people who somehow—probably a lot of them are 
poor and haven't gotten into the healthcare system or primary care.  And 
there's an over-treatment of people with no risk factors particularly in the 
primary prevention area.84    

 
Industry representatives and policymakers have repeatedly proposed as solutions to the 

problem of cholesterol (and some other drugs’) underuse either the prescription-to-OTC 

switch or legislative creation of a third class of drugs—“behind-the-counter” (BTC)—

that would entrust pharmacists, rather than physicians or consumers themselves, with the 

decision as to whether drugs are indicated for individual consumers’ conditions.  HRG 

maintains that neither of these is a viable solution to the problem of drugs’ underuse, 

however, and has consistently advocated against such measures.85  “Prevention of 

cardiovascular disease,” Wolfe testified before an FDA advisory committee in 2000, 

“must be a multi-pronged strategy to reduce risk. The use of heavily advertised statins, 

out of the context of medical consultation, may impair the development of an integrated 

long-term strategy for preventing strokes or heart attacks. Diet and exercise, critically 

important components, may be thought to be less important if the primary strategy seems 

to be a statin drug.”86   

 In issuing its own updated guidance in 2005 for consumers as to when high 

cholesterol warrants drugs treatment, the Group advised a smaller subset of patients to 

take medication than NCEP had when reissuing its own guidelines the previous year, 
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emphasizing the distinction between drugs’ indication for primary and secondary 

prevention of heart disease, and questioning the wisdom of prescribing cholesterol-

lowering drugs for either those with mildly elevated levels of LDL (“bad”) cholesterol 

but no other risk factors or for elderly patients at anything but very high risk.87  CSPI and 

a group of physicians, epidemiologists, and scientists that included Philip Lee, 

meanwhile, had challenged NCEP’s recommendations directly, calling for an 

independent review of the research on statins on which the new guidelines relied and 

questioning the impartiality of the guideline development process.88 

   

 Despite the fact that HRG’s positions on cholesterol-lowering drugs and oral 

hypoglycemics reflected the Group’s concern about pharmaceuticals’ displacing other 

approaches to prevention—namely, individual- and population-level interventions to 

prevent obesity—HRG generally did not expand the scope of its advocacy to encompass 

structural reform of the American agricultural and food production system.  Apart from a 

1975 report in which an HRG summer associate condemned federal subsidization of 

tobacco farming, the Group tended not to advocate around the implications of agricultural 

policy for public health.89  HRG saw itself as figuring within a larger constellation of 

advocacy groups whose more nutritionally-focused work was on a continuum with their 

own, and considered advocacy around nutrition policy beyond the scope within which the 

Group was capable of effective action.  This seemed only more true as advocacy around 

nutrition, agriculture, and food system issues developed in the late 70s and 80s.  Like that 

around antibiotics, such advocacy became compartmentalized and subject to both 

external and internal tensions, with U.S.-based advocates operating in a political 
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environment increasingly hostile to federal intervention in food markets with reference to 

their social rather than economic dimensions.  Advocacy groups variously prioritized 

curbing overconsumption or alleviating hunger and malnutrition, targeting either 

domestic problems or international.   

In the 60s and early 70s, McGovern—as administrator of the U.S. Food for Peace 

program with U.S. Agency for International Development (USAID), initiator of the 

multilateral World Food Program administered through the U.N. Food and Agricultural 

Organization in 1961, and head of the Select Committee that examined both hunger and 

diet as a cause of chronic disease in the industrialized world—had used the relationship 

between nutrition and human health to help integrate diverse components of debate over 

federal nutrition policy as never before.  At the same time, activists founded food 

cooperatives and organic farms and proffered fundamental reform of the global food 

system as a method of reducing chronic disease, hunger, and environmental degradation.  

In the decades following the McGovern panel’s dissolution, however, advocacy 

organizations addressed the previous fifteen years’ food-related subjects of debate in 

more and more piecemeal fashion.90   

The nutrition-centered organization with which HRG shared its closest affiliation 

in the 70s and 80s (the two groups’ efforts around food additives, in particular, were 

complementary and sometimes collaborative), the Center for Science in the Public 

Interest (CSPI), worked primarily to strengthen public health-oriented regulation of the 

food and alcohol industries, to compel full disclosure of nutritional information on 

product labeling (and, later, on restaurant menus), and to strengthen federal nutrition 

education programs.  While CSPI’s programs most clearly targeted overconsumption of 
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food, poor food quality, and inadequate food safety regulation as causes of ill health, 

other groups focused on underconsumption—usually in either one or the other of the 

domestic or international context.  U.S.-focused groups worked primarily on salvaging 

the nutritional safety net composed of Women, Infants, and Children (WIC) and school 

food programs, and internationally-focused groups fought to sustain or increase U.S. aid 

to the developing world.91   

One domestic group that formed in response to the crisis that both anti-hunger and 

food safety/nutrition advocates faced in the opening years of the Reagan Administration, 

Public Voice for Food and Health Policy, was active in both policy realms.  Public Voice 

targeted federal price support programs, arguing that they served large farmers while 

undermining small farmers, driving up food prices, and drawing funds away from both 

food quality control programs and the federal safety net.92  Often at odds with the farm 

lobby, however, the group exerted limited influence over agricultural policy broadly, and 

its achievements during the 80s and early 90s tended to be discrete measures in either 

food safety and quality regulation or nutritional social welfare programs.93  Food 

cooperatives, which had proliferated in the late 60s and 70s as members sought 

alternatives to dominant agricultural and food production practices, were decimated in the 

80s (despite PC’s hopes that the National Cooperative Bank might help regenerate the 

flagging cooperative movement) as investor-owned food businesses began to capitalize 

on consumer interest in “natural” foods, peeling off those cooperative members who had 

been less engaged with the politics of food and more concerned about prices, quality, and 

nutrition.94  In international advocacy, while many groups focused on increasing U.S. aid 

to poor countries, some, such as Food First, became early critics of the structure of 
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foreign aid in the late-70s and 80s, arguing that anti-hunger measures needed to be more 

sustainably integrated with indigenous resources, communities, and institutions, and not 

leave aided countries dependent financially or politically on industrialized lenders.95  

 Although like-minded groups and individuals expressed such concerns about aid, 

trade, and debt throughout the 80s and early 90s, it was only in the late 90s, after free-

trade pacts seemed to imperil domestic consumer and environmental regulation, that 

major U.S. consumer, labor, and environmental groups joined their international 

counterparts in consistently and collaboratively highlighting the human consequences of 

free trade agreements and structural adjustment as it had been carried out by the World 

Bank and the International Monetary Fund (IMF).96  This advocacy work—in which PC’s 

Global Trade Watch (GTW) division became a leader—also began to dovetail with a 

renaissance in domestic advocacy around the global food system. As GTW began to 

focus on the threats free trade agreements posed to food safety and agricultural subsidies 

in the U.S. Farm Bill and incentivized “dumping” of low-priced food products in the 

developing world, a group of staff within PC’s energy division, which had primarily 

focused on risks presented by nuclear reactors since the 70s, began to focus on domestic 

food safety and water privatization issues.97  This group of PC staff broke off in 2005 to 

form an independent organization, Food and Water Watch, one of a new generation of 

groups that were once again framing agricultural policy in terms of its individual- and 

population-level public health impact—often with reference to epidemic obesity in the 

U.S. and continued food insecurity in the developing world.98  

After 2007, when a trade association representing fast-food restaurants challenged 

in court a regulation with which New York City had sought to compel such businesses to 



 

 

355 

post calorie information on their menus, PC’s Litigation Group filed an amicus brief in 

support of the New York City Department of Health on behalf of a coalition that included 

PC, CSPI, Rep. Henry Waxman, former FDA Commissioner David Kessler, the AMA, 

the American Public Health Association (APHA), the American Diabetes Association, 

and other organizations and individuals.99  The relatively aggressive New York City 

health commissioner Thomas Frieden, who also initiated the diabetes surveillance 

program, initiated the measure—which ultimately went forward.   

This municipal action and the legislative effort to implement such menu labeling 

at the federal level, in which PC participated, constituted relatively “downstream” 

interventions in the nation’s obesity problem, compared with more fundamental reforms 

proposed by some advocates.  “Food justice” and “food sovereignty” activists, for 

example, envision bringing American and global agricultural production more closely in 

line with ecologic demands and public need.100  Even so, nutrition labeling and diabetes 

surveillance were arguably “upstream” of the chief site around which HRG carried out its 

advocacy over the prior three decades:  pharmaceutical treatment/prevention of disease.  

And yet, HRG considered irrational use of prescription drugs to be the preeminent source 

of iatrogenic illness and saw an iatrogenic aspect to drugs’ very centrality in the 

conceptualization of chronic disease.  Thus, the Group saw its work around 

pharmaceuticals not only as a direct mode of intervening to improve the public’s health, 

but as exerting a substantive—if diffuse—influence on the broader, health-defining social 

and political structures from which any concept of “rational drug use” was inseparable.   

However removed the Group’s advocacy was from agricultural and welfare policy 

on a daily basis, HRG saw “irrational drug use” as a measure of the extent to which social 



 

 

356 

and political structures were askew—of the disempowerment of consumers within these 

structures—and saw each step toward realizing the “public’s interest” in drugs, however 

incomplete, as increments of broader reform.  Petitions, testimony before FDA and 

Congress, and lawsuits against the government were all strategies HRG deployed to these 

dual ends—the discrete and short-term, and the broader-reaching and longer-range.   

FDA was the key site at which the “public’s interest” in drugs was articulated, but 

was part of a larger, deeply-rooted political structure that HRG saw as more oriented 

toward addressing “proximate” than “fundamental” causes of disease.  Therefore, the 

Group also saw increased FDA openness to consumer input, and increased consumer 

mobilization—like that which arose around the Pill—as crucial for the realization of 

“rational therapeutics,” both in FDA’s handling of specific drugs and by shaping the 

agency’s deeper role within government and society.  HRG’s vigorous use of the 

Freedom of Information Act (FOIA) to gain access to drug data and set precedents for 

greater government transparency, its insistence on “balance” and impartiality in advisory 

committees, and its encouragement of certain private tort suits all manifested this 

conviction in different ways, building on the Group’s earlier collaborations with the 

women’s health movement.  Scholars of pharmaceutical history and the consumer 

movement, as well as HRG’s contemporary opponents in policy debate on both right and 

left have questioned the authenticity of the Group’s commitment to consumer 

empowerment, given that Wolfe and colleagues, as largely self-appointed representatives, 

did not take orders directly from an organically-arisen grassroots consumer constituency.  

While some have argued that consumerists, because of their middle-class sympathies, did 

not advocate strong, centralized policy solutions that would get closer to the fundamental 
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causes of the majority of consumers’ problems, others have suggested that the lack of 

grassroots support for the paternalistic measures that consumer advocates did propose 

delegitimated their claims to represent the “public’s interest” and the solutions they put 

forth.  

Examining more than 200 letters FDA received from consumers while the agency 

was weighing regulatory action on Orinase in late 1975, Jeremy Greene, for example, 

concludes that while many of  

these individuals—and the thousands who financially and materially 
supported Public Citizen—felt their identity as consumers was well 
represented by Wolfe’s position, many other consumers disagreed and 
characterized Wolfe’s protectionism as merely another form of 
paternalism that ultimately misrepresented the voice of the consumer. The 
majority of letters from consumers found in the hearing dockets [in 
reference to the FDA’s proposed regulatory action on tolbutamide] appear 
to be concerned that the FDA might overly restrict consumer freedoms, 
not that the agency needed to increase its regulatory activities as Wolfe 
suggested.101 [Emphasis in original.] 

 
That no mass-based movement arose that consistently supported HRG’s conception of 

“rational therapeutics,” however, does not mean the conception itself did not exist, or that 

the Group’s counter-narrative is irrelevant to the social history of prescription drugs.  

Whether such Orinase letters represented patients’ independent initiative or a corporate-

coordinated letter-writing campaign, in general consumers’ needs and desires are 

constructed by same the social and political structures that shape both the burden of 

disease and its contested conceptual contours—as differing views of fertility-regulating 

hormones amongst women also came to demonstrate.  HRG took the position that 

popular understanding of and demand for prescription drugs did not always reflect need 

for or the “public’s interest” in those drugs.    
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With its advocacy around pharmaceuticals, the Group was thus attempting to 

address an iteration of the “cyclical problem” that, as one historian observes, also beset 

consumer activists in the interwar period:  “Potential [participants in consumer 

cooperatives] needed to be re-educated, so consumerists looked to education.  But in 

order to change the values of American education, cooperators need to be strong 

enough.”102  HRG similarly looked on the FDA and American consumers of 

pharmaceuticals as mutually and paradoxically in need of each other’s stronger influence.  

HRG’s own direct-to-consumer educational products, which became a major focus of the 

Group’s efforts from the late-70s until the present, embodied this paradox of consumerist 

reform.   

Like all of HRG’s methods of advocacy, its publications functioned in several 

registers.  They were a stop-gap, individual-level deterrent for prescribing practices that 

HRG would have preferred FDA to proscribe at the population level through regulation.  

They were a tool for informing consumers about drugs and the conditions they were 

meant to treat/prevent and thereby mobilizing consumers politically to press for the kinds 

of changes HRG sought in drug regulation and, conceivably, broader-reaching reforms 

that had bearing on the illnesses at issue.  They were also a source of income for HRG 

and PC as a whole, particularly important at a juncture in the young institution’s history 

at which contributions were less readily forthcoming than they had been initially.103  The 

way HRG’s books and publications emerged within the evolution of the Group’s 

advocacy—and within the broader social history of pharmaceuticals—suggests that these 

products, along with the other initiatives of the highly-specialized, uncommonly durable 

“third-wave” consumer group that they helped sustain, manifested both continuities and 
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disjunctions from the radical consumer advocacy of the interwar period and late-60s 

health activism.  In doing so, they prefigured in some significant ways both the 

achievements and limitations of the reform efforts that other consumer formations would 

make after the 70s and 80s.       

 
 

Oral Hypoglycemics and HRG’s Adaptive Advocacy  
  

“In the case of oral hypoglycemics including phenformin,” HRG staff maintained 

in 1978, “the ordinarily leisurely pace of FDA regulation slowed to a crawl because of 

outside interventions.”104  HRG entered the University Group Diabetes Program (UGDP) 

debate in 1974, submitting comments on FDA’s proposed labeling changes for oral 

hypoglycemic drugs that one UGDP investigator said “hit the mark.”  The 1974 draft, 

HRG argued, was “much weaker than the earlier draft published in… 1972” that the 

Committee for the Care of the Diabetic (CCD) had sued to enjoin, and by abandoning the 

statement that the drugs were approved for use only for patients who could not control 

their diabetes with diet or insulin, cow-towed to the CCD and manufacturers and gave 

“carte blanche to [continue the existing] profligate use of the oral agents.”105  HRG 

encouraged Sen. Nelson’s decisions to hold hearings on oral hypoglycemics some months 

later in the fall of 1974 and continue the hearings in January and July to consider new 

research, and that summer the Group wrote a letter to FDA – released to the press – 

excoriating the agency for its continued delay in issuing revised labeling.106   

At the FDA’s advisory committee meeting in August, HRG advocated not only 

stricter labeling that would communicate that “mere inconvenience is not a legitimate 

reason…to sustain the known risks of” oral hypoglycemics, but that patients should have 
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to sign informed consent forms in order to be prescribed the drugs.107  Although the 

CCD’s legal actions prevented FDA from taking action on tolbutamide and the 

sulfonylureas until 1984, when the labeling began to carry the cardiovascular risk 

warning, and the agency never imposed an informed consent requirement, HRG 

developed a multi-pronged approach to effecting change in oral hypoglycemics’ use in 

the interim, attempting, at turns, to partially break down and work around the regulatory 

impasse surrounding the UGDP.108   

One component of this effort was the Group’s campaign to accelerate regulatory 

action against phenformin—a biguanide, and the only non-sulfonylurea on the market—

about which stronger evidence of excessive risk had accumulated after 1971, when its use 

in the UGDP had been suspended.  In 1974, on the recommendations of its advisory 

committee, the FDA added language to phenformin’s label warning of the risk of lactic 

acidosis.  In 1976, after new research publications implicating the drug in the disease—

which Nelson’s hearings also highlighted—had prompted the FDA to refer the drug for 

renewed consideration by the committee, the advisors unanimously recommended 

withdrawing the drug’s approval.109  That year, and again in early in 1977, FDA 

strengthened the warnings on phenformin, but at this juncture HRG’s and PC’s efforts to 

expand consumer access to federal agencies’ internal decisionmaking processes in the 

preceding years enabled to Group to pursue a more aggressive strategy in demanding 

stricter regulation of this drug.   

After successfully suing FDA on HRG’s behalf for access to the minutes of a 

closed-to-the-public advisory committee meeting in the 1974 case Wolfe v. Weinberger, 

and thereafter bringing similar suits repeatedly, PC’s Litigation Group entered into a joint 
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effort with Congress Watch, Common Cause, and other public-interest groups to seek 

amendments to FOIA and a “Government in the Sunshine Act.”  The Sunshine Act 

passed in 1976, with a provision that advisory committee meetings—closed or open—

were not exempt from FOIA.110  These efforts enabled HRG to gain access to the minutes 

of the 1976 advisory committee meeting concerning phenformin, from which HRG 

learned that FDA’s adverse drug reaction files contained reports of 190 instances of 

phenformin-related lactic acidosis, 93 of which had been fatal.111  In April of 1977, based 

in large part on these minutes, Wolfe petitioned the secretary of HEW Joseph Califano 

directly to ban the drug on the grounds that it was an “imminent hazard to the public 

health.”112  Although the ’62 amendments to the FDC Act had granted FDA this 

authority, the agency had never invoked it.113   

FDA scheduled a public hearing on the petition for May 13, 1977, and on May 6 

proposed in the Federal Register to withdraw approval for the drug through its normal 

administrative process if phenformin were determined not to be an “imminent hazard.”114  

Two weeks after testifying at the hearing, HRG brought suit against FDA based on the 

claim that “phenformin use in accordance with its present labeling creates a risk of a 

substantial number of deaths [the Group estimated three per day] without offsetting 

benefits during the time it would take to remove phenformin form the market through the 

normal hearing procedures.”  In July Califano invoked the government’s “imminent 

hazard” authority to ban the drug, agreeing that “phenformin appears to have an 

incidence rate of fatalities associated with its general use that is higher than has been 

regarded as acceptable for any other drug approved for use in the United States for a 

broad patient population.”115  Meanwhile, as HRG’s FDA- and court-based efforts around 
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phenformin were unfolding, the Group was developing another, extra-regulatory 

approach to altering the use of all oral diabetes drugs approved at that point by the FDA, 

including the first-generation sulfonylureas such as Orinase. 

In 1976, the year following Nelson’s hearings and HRG’s testimony on labeling 

for all diabetes drugs, and the year before the Group obtained the materials from the 

advisory committee meeting on phenformin, Wolfe and two HRG staff members began to 

draft what would be published in 1978 as Off Diabetes Pills:  A Diabetic’s Guide to 

Longer Life—the organization’s first in-depth consumer-oriented guide to the risks and 

benefits of specific prescription drugs.116  The thrust of the book was summed up in its 

title—“Warning: Antidiabetic Pills are Dangerous to Your Health.”  But, like Harold 

Aaron had begun to in the pages of Consumer Reports in the 50s, HRG’s book, in its 120 

pages, presented the Group’s argument regarding drug therapy for diabetes within an in-

depth but lay-oriented discussion of the disease itself.  Off Diabetes Pills contained a 

chapter on medical knowledge of diabetes’s etiology and the history of its treatment, a 

chapter on the relationship between overweight and disease development and how diet 

could function as therapy/prevention, and a chapter on local resources for diet counseling. 

The book’s second and third chapters treated the UGDP study results, related studies, and 

the controversy surrounding oral hypoglycemics in detail, attempting to present for the 

lay-person a review of existing medical literature that was not far removed from the sort 

of assessments Aaron and Kallet generally made for physicians in their publication the 

Medical Letter.   

In several respects, however, Off Diabetes Pills went beyond CU’s 1961 Medicine 

Show and other publications modeled on it.  HRG’s book detailed what the Group saw as 
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regulatory sluggishness linked to “doctors’ pride” and “drug companies’ profits.”  

Moreover, it suggested that the nation’s experience with oral hypoglycemics illustrated 

the need for the patient package insert provisions of the ultimately-ill-fated 1978 Drug 

Reform Act, directing this pharmaco-political analysis at lay-consumers and suggesting 

that, pending reform, “patients must demand their legal right—to complete explanations 

from their physicians.”117   

Whereas the editors of Consumer Reports advised readers of The Medicine Show 

that they could aspire to little more than a kind of vigilant resignation when it came to 

evaluating, paying for, and mobilizing politically around prescription drugs, HRG urged 

the large number of people identified as Type II diabetics to reject, essentially, drugs they 

were likely to be prescribed.118 Accordingly, a critic of the UGDP who reviewed Off 

Diabetes Pills for the journal Legal Aspects of Medical Practice identified the book as 

“disturbing” and “a danger,” not only because its authors “seem to accept the UGDP 

study as gospel” and doubt the “value of blood sugar control” in warding off diabetes-

associated complications, but because “diabetes is too complex and serious to deal with” 

without physician oversight.  “There is no guarantee,” wrote the critic, “that well founded 

and properly presented writings on the subject would produce appropriate responses 

[from lay-consumers]—much less a book of this nature.”119    

Jeremy Greene points out—as Wolfe did in 1975—that a crucial dimension of 

both the drug industry’s and many physicians’ opposition to strong intervention by FDA 

on oral hypoglycemics was “the question of medical malpractice.”120  “Although 

physicians were empowered to use therapeutics any way they saw fit,” explains Greene, 

“off-label usage of drugs opened physicians up to possible liability for adverse 
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outcomes,” and “…[s]ince the prescription of Orinase was partially based on the logic of 

decreased cardiovascular risk, and since the warnings section on the proposed package 

insert was based on a logic of increased cardiovascular risk, the physician who prescribed 

Orinase could become a particularly broad target for litigation.”121  In Wolfe’s and his 

colleague Anita Johnson’s estimation, this was a desirable scenario:  “faced with… a 

warning label, most doctors, in the interests of their patients (and themselves) would 

make a much greater effort to avoid use of these dangerous drugs.”122  Whereas HRG saw 

professional (and pecuniary) interests “at the heart of opposition by both drug industry 

and doctor[s]… to the proposed warning label,” Greene argues that the conflict was more 

fundamentally an honest clash between two “sides [that] claimed an exclusive therapeutic 

rationalism.”123  “When the [CCD] and others claimed to speak for the populace’s rights 

to access to effective preventive medicines, the UGDP investigators countered that this 

mass of deluded physicians were in fact placing an unwitting populace at significant 

risk.”124  HRG, though, alleged that CCD physicians’ self interest structured their concept 

of “rational therapeutics,” at a deeper level still:  what UGDP investigators called 

physicians’ “compulsion to do something about the blood sugar,” HRG argued, did not 

grow out of physicians’ concern for patients, but rather their fear of being displaced as 

the healthcare providers most central to the prevention of complications from Type II 

diabetes.   

Doctors’ “resistance [to warning labels] can be explained” in part, Johnson and 

Wolfe suggested, “…by the fact that if oral agents were abandoned, the alternative diet 

therapy of diabetes could be done by paraprofessionals and the need for doctors’ services 

would decrease” [emphasis in original].125  Again, as with cholesterol, HRG wanted to 
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de-link diagnosis by “surrogate markers”—such as lipid levels and blood sugar as 

surrogates for other clinical manifestations of heart disease or diabetes—from 

treatment/prevention via pharmacotherapeutic manipulation of those markers.  This was 

particularly important, in the Group’s view, when the federal government and healthcare 

delivery system were not adequately supporting, developing, or administering non-drug 

interventions that also seemed to be promisingly, if not undeniably, effective methods of 

prevention.   

HRG’s first consumer-oriented publication on prescription drugs emerged in 

1978, at a historical moment in which—as observers, physician David Ozonoff and 

sociologist Victoria Vespe Ozonoff described it in 1977—“medical self-help literature 

[was] overflowing the bookstores.”126  In assessing such books’ “import given the current 

situation in American health care,” the Ozonoffs made a distinction between a very few 

books (they pointed specifically to the Boston Women’s Health Collective’s Our Bodies, 

Ourselves) that “seriously challenge… acceptance of professional control over” 

healthcare and move “in the direction of increased [patient] autonomy,” and the vast 

majority of self-help books.  Most such books, they argued, purported to empower 

patients but actually functioned hegemonically.  These books “on the surface… seem 

aimed at developing nonpatients—that is, people who are able to diagnose their medical 

problems, treat themselves most of the time, and achieve relative independence from the 

medical care system”—but in reality “…do not create non-patients so much as better 

patients… presumably more likely to seek consultation for a truly troublesome problem 

and to comply with a therapeutic regimen, while being less likely to bother 

physicians.”127  The implications of the new “self-help” literature were, however, more 
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complex than this binary allows.  As discussed in Chapter 3, even the objective of 

“autonomy” from “professionally monopolized knowledge” that the Ozonoffs admired 

the women’s health movement for advancing resonated with women who had quite 

varied and sometimes polarized feminist and political perspectives.  Moreover, HRG’s 

charged first entry into the market for consumer guides to prescription drugs defies 

simple categorization as a “physician’s assistant,” in that it sought to dislodge doctors 

from their position at the center of diabetes care—as the Boston Collective had with 

respect to much of women’s health care.128   

Off Diabetes Pills responded to a clinical “state of affairs” that HRG thought 

irrational and indicative of a power imbalance between physicians and drug companies 

on the one hand and patients on the other and that the Group was striving to alter by 

multiple strategies.  The book also followed logically upon a number of other consumer 

publications HRG had generated during its first seven years which—as CU’s publications 

in the interwar period had—aspired to more than simply equipping consumers to “shop 

for medical care” and avoid useless remedies.129  In this vein, HRG had already 

generated:  a consumers’ guide to choosing exterminators who would use the least toxic 

methods; a consumers’ guide to avoiding excess radiation exposure at the dentist and 

doctor; directories of DC-area doctors’, dentists’, and hospitals’ fees and performance; 

consumers’ guides to compiling such directories in other localities and getting involved 

in local health planning more generally; a workers’ guide for winning disputes at the 

federal Occupational Safety and Health Review Commission; a female worker’s guide to 

workplace health hazards; a consumer guide for non-toxic home gardening; a consumers’ 

guide for selecting a psychotherapist; and a consumer guide for how to obtain one’s own 
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medical records.130  The Group developed all of these publications in the context of its 

own policy-level advocacy for stricter pesticide regulation, national health insurance and 

federally-guaranteed consumer influence over local health planning, and more worker-

protective occupational health and safety standards. While HRG framed some of these 

publications much more explicitly than others as efforts to mobilize consumers or 

workers politically, there was no hard and fast distinction between books that aimed to 

communicate “technical knowledge” to a lay audience and those that aimed to be 

“effective organizing tool[s].”131   

This was true of Off Diabetes Pills as well, and in this way, the book points to a 

potential that the new generation of consumer guide books about prescription drugs that 

appeared in the mid- to late-70s had to be more than simple adjuncts to clinical medicine. 

Ten years before Off Diabetes Pills, physician Richard Burack had broken ground in the 

area of “self-help” and pharmaceuticals with his Handbook of Prescription Drugs.  By 

arguing that most brand-name drugs were more expensive but no better than generic 

drugs, the book precipitated and helped to structure Gaylord Nelson’s first hearings on 

prescription drugs, focused on prices.132  Burack had enlisted consumers to help exert 

pressure, through their clinical interactions, to bring about generic prescribing by doctors 

while he and Nelson and two other congressmen made parallel efforts to achieve this 

legislatively.  Self-help books that dealt with the nature, function, safety, and utility of 

prescription drugs a decade later, however, had more complex and more ambiguous 

clinical and political implications.  

Lee’s and Silverman’s 1974 Pills, Profits, and Politics had stressed direct 

consumer education as a crucial component of therapeutic reform, alongside such 
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regulatory reforms as those advocated by Sen. Nelson, and suggested consumers would 

be the most important force in altering the use and regulation of pharmaceuticals.  These 

authors, however, questioning as they did what they saw as existing consumer advocacy 

groups’ overly-public abuse of the FDA, left open the question of what or who would 

move consumers to appropriate action.133  Books appeared through private publishing 

houses in 1976 and 1977 that were direct attempts to educate consumers about the 

content of the market for prescription drugs—most significantly The People’s Pharmacy, 

by masters-level pharmacologist Joe Graedon, which became a best-seller after the author 

appeared on “Good Morning America,” and The Essential Guide to Prescription Drugs, 

by James W. Long, a physician and Director of Health Services for the National Science 

Foundation, which profiled 200 drugs and was billed as “the first, comprehensive, 

consumer’s handbook on safe drug use.”134  When these and other books that went 

directly to consumers with drug information did begin to appear from private publishers, 

though, they did not all proffer themselves as catalysts for collective action.  In many 

cases the intent, and in all cases the significance, of such books with respect to the 

“public’s interest” in drugs remained ambiguous.  The books’ import for “rational 

therapeutics” depended not only with the conclusions the authors drew about specific 

drugs, but with whether and to whom the authors assigned responsibility for articulating 

and establishing the “public’s interest” in drugs generally. 

On the one hand, because prescription drugs had become so integral to the process 

by which patients were differentiated from non-patients (in medical, governmental, and 

popular regard), books that went directly to the public with opinions about drugs did 

more than help consumers identify themselves as one or the other.  These books became a 
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method of participating, and equipping lay-people to participate, in the very process of 

defining health and disease.  These were the objectives not only of Our Bodies, 

Ourselves, but of Off Diabetes Pills—objectives that, in the case of the latter book, are 

most apparent to one who views its content in the broader context of HRG’s advocacy, 

throughout which the Group expressed strongly the conviction that government and 

consumers should jointly broker and shape the “drug-disease relationship.”  Publications 

like Graedon’s and Long’s can be seen as having advanced, at least to some degree, the 

same ends—though less overtly so, as these books were more detached from a program 

of political engagement.   

Certainly the operations of a small new advocacy group founded in New York in 

1976, the Center for Medical Consumers, did.  The Center espoused the philosophy that 

“whenever long-term drug therapy, elective surgery, or any other major treatment is 

prescribed, the question of whether the treatment has been proven safe and effective 

should come up.”  Founders Arthur Levin, M.P.H., and Maryann Napoli believed that 

physicians needed to discuss with patients the evidence that underpinned their clinical 

decisionmaking, and that patients should “not only… ask such questions but… explore 

the answers they receive from their physicians.”  To this end, the group established a free 

medical library “to give people access to the same medical journals, textbooks, and drug 

reference books that their doctors use to make treatment decisions,” and began publishing 

a monthly newsletter called HealthFacts, which critically evaluated the latest major 

studies published in the world’s top medical journals.”135     

On the other hand, providing lay access to scientific knowledge was not the same 

thing as lay-professional collaboration in producing knowledge on which policy decisions 
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would be based or direct intervention in policymaking.  While radical health activists and 

consumer, women’s health, and workers’ health activists in the late-60s and early-70s 

began to argue that their own perspectives were indispensable for the generation of such 

knowledge, no institutional basis for ongoing cross-class, lay-professional production of 

knowledge emerged in the 70s to pose an existential challenge to prevailing knowledge 

structures.  Specialized consumer guides devoted to the subject of prescription drugs did 

mirror the very treatment- and clinically-oriented nature of American health policy that 

MCHR, Health/PAC, and HRG believed was in need of fundamental reform.  To the 

extent that such publications were mute on the subject of that reform while serving as a 

stop-gap for it, and as they became themselves a source of income and even wealth for 

their authors, they could delay rather than hasten change.136  CU’s prosperity as an 

organization had grown exponentially in the postwar period, while the organization 

retreated from politics and peddled its Reports as the premier product of consumer 

product-testing (rather than as a conduit and basis for lay-professional, cross-class 

solidarity).   

One might view the late-70s and early-80s as the period in which consumer 

advocacy organizations, similarly, reined in the radical impulses they had nurtured since 

the late-60s, began to sustain themselves by exploiting the self-interest, rather than 

communally-minded interest of consumers, and drew off consumer support from more 

radical reform efforts.  Indeed, while Off Diabetes Pills was self-published and sold in 

numbers that may not have exceeded hundreds, HRG’s second major publication that 

centered on prescription drugs was picked up by a major publisher, became a best-seller 
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that sold in the millions, and served as a major source of funding for the entire PC 

organization.137   

Yet, from HRG’s very beginnings, Wolfe had looked on specialization as an 

essential, pragmatic method of continuing to pursue the vision of radical health activism 

that had flashed vividly and briefly before him and many others in the late 60s, and the 

turn toward direct consumer education about drugs in the late 70s was in many ways a 

continuation and adaptation of, rather than a departure from, the Group’s other reform-

seeking strategies.  Moreover, unlike the majority of drug-focused publications that 

preceded or were contemporary with HRG’s, the Group’s arose in the context of court-

based and regulatory battles.  And relatedly, as Wolfe explains: “I think the difference 

between a lot of [other consumer guides to prescription drugs] and ours was basically we 

were saying ‘People, don't use these drugs at all.’”138 Indeed, the first three books that 

HRG published about prescription drugs—Off Diabetes Pills, Pills That Don’t Work, and 

Stopping Valium—as their titles suggest, like HRG’s tort-suit clearinghouses, all dealt 

with drugs that HRG specifically viewed as inadequately regulated and grossly 

overprescribed.139 

 
 
HRG, Benzodiazepines, and the “Myth” of Overmedication 
 

It is the vigorous action that HRG has taken around drugs the Group viewed as 

overprescribed that has enabled some among the few historians who have accorded HRG 

a place within the larger social history of pharmaceuticals to accept that an ideology of 

“pharmacologic Calvinism” drove, in large part, the actions of these late 20th-century 

consumer advocates.  Most notably, a number of historians have echoed in varying 
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degrees Susan Speaker’s contention that such deep-seated anti-drug impulses, in concert 

with social and economic insecurities, drove both women’s and consumer advocates to 

perpetuate a “myth of overmedication” (that in Speaker’s estimation had a regrettable 

impact on the federal regulation of drugs).140   

Speaker acknowledges that numerous factors piqued activists’ interest in 

pharmaceutical use and regulation in the late 60s and afterwards.  She cites:  changes in 

health care delivery and the growing influence of the drug industry over medicine; 

Mintz’s articles; the tragedies associated with thalidomide and chloramphenicol and 

“growing public awareness of air and water pollution, and the effects of ‘better living 

through chemistry’ such as DDT [that] made an omnipresent threat from medical 

progress seem very plausible”; the perception that “medicine directly or indirectly served 

as a means of social control,” popularized “in the 1970s [by] writers such as I.K. Zola, 

Ivan Illich, and Barbara Ehrenreich [who] charged that medicine was increasingly serving 

as a means to reinforce existing hierarchical structures of sex, race, and class.”141  But, in 

part because Speaker focuses her own analysis on consumer advocates’ actions around 

minor tranquilizers and amphetamines (another psychotropic drug with addicting 

properties), she is able to conclude that the consumer movement’s advocacy around 

prescription drugs was at its core a sublimation of deeply-ingrained cultural values and 

middle-class fear of economic threats both “from above” and “from below.”142   

As pharmacist-historian Mickey Smith points out in his own flagship chronicle of 

minor tranquilizers, unlike objections raised about other drugs, “for example, antibiotics, 

whose overuse is opposed on strictly medical (sometimes economic) bases, opposition to 

use of minor tranquilizers is often couched in social terms.”143  This quality of minor 
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tranquilizers’ facilitates Speaker’s depiction of consumer advocacy as “pharmacologic 

Calvinism.”  So, too, do her lack of attention to consumerist/feminist advocacy around 

other prescription drugs, including antibiotics, in the same time period and her assertion 

that claims about “overmedication” with tranquilizers in the 70s were exaggerated.  HRG 

did object to pathologizing anxiety brought on by “the ordinary frustrations and tensions 

of daily living,” but the distinctions between objecting to this medicalization on the 

diverse bases of the “protestant ethic,” problems with American capitalist society and the 

functioning of clinical medicine within it, and inordinate risk of adverse health effects – 

warrant preservation.144  It was the latter two bases on which HRG raised concerns about 

prescribing tranquilizers for anxiety, and they labored not to conflate even these:  

although the Group did draw on broader currents of political and social critique in 

demanding stricter regulation of the drugs, they were careful to distinguish these ideas 

from objections they raised on the basis of drug safety data.   

It is true that HRG, from its origins in the early 70s, understood the place of 

prescription drugs within national health policy and practice to be a feature of social and 

political structures in need of profound reform, and that, as such, for both the women’s 

health and consumer movements drugs became at various intervals a “rallying point.”145 

In many of the pharmaceutical-centered advocacy initiatives that HRG undertook during 

its first decade, the Group tacked between expert appraisal of drug safety and efficacy 

rooted in data from clinical trials, adverse event reports, and published case reports; 

critique of discrete regulatory decisions by FDA and the agency’s regulatory policies 

more generally; and even broader critiques of American healthcare, public health, and 

social policy.  This tacking is what distinguished late 20th-century consumer advocacy 
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around prescription drugs from that pioneered by Harold Aaron in prior decades and 

hearkened back, in some respects, to the CU of the late-30s.  HRG’s initiatives, however, 

like CU’s early postwar assessments of “wonder drugs,” by no means concerned only 

habit-forming drugs indicated for emotional conditions (the Group’s benzodiazepine 

efforts were in fact its first to center on a psychotropic drug) and such tacking did not 

inherently entail the inflation of risks associated with individual drugs at issue to 

proportions beyond what clinical evidence supported.  

From HRG’s beginnings, in fact, Wolfe had insisted that the Group would only 

take up issues for which the scientific evidence supporting the contemplated HRG 

initiative was, in their view, very strong. Speaker submits that, given that fact that “other 

sedative-hypnotic drugs…had been recognized as hazardous…[i]t is understandable that 

tranquilizers would arouse concern considering how frequently they were prescribed” and 

that it “is not [her] purpose to argue that there was actually no tranquilizer problem” 

during the time period she studies, 1955-1980.146  Her cultural analysis, however, turns 

on the assertion that the “serious legitimate worries Americans had about such drugs 

were often inflated and sustained to serve other cultural needs.”  Speaker supports this 

assertion by debunking the “common wisdom” propounded about tranquilizers in the 

popular press and legislative hearings:  that “the drugs were invariably addictive; …that 

most physicians prescribed them carelessly and irresponsibly; …that greedy 

pharmaceutical companies aggressively promoted the drugs despite evidence of their 

dangers; …that people who used tranquilizers were self-indulgent seekers of fast relief, 

as well as hapless victims of the drugs, the physicians who prescribed them, and the 

manufacturers who advertised them.”147  Even in its strongly-worded tract Stopping 
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Valium, however, HRG did not purvey this “common wisdom” in so unqualified a 

fashion as Speaker outlines.   

Speaker calls into question the usefulness of data from the Drug Enforcement 

Administration’s (DEA) Drug Abuse Warning Network (DAWN) that is the U.S.’s 

hospital-based means of detecting addiction and overdoses.  She argues that prescription 

figures, however high they may have been for minor tranquilizers, do not account for un-

filled or filled-and-not-taken prescriptions.  She argues that “rigorous household 

surveys…on psychoactive prescription drug use and attitudes also indicated a 

conservatism that does not fit the profile of a drug-addicted society.”  She cites scientific 

analyses and re-analyses that cast doubt on estimates of widespread benzodiazepine 

addiction and frequent adverse reactions and observes that authors of much medical 

literature on tranquilizers in the period were not heedless about the possibilities of 

“toxicity and addiction.”  In making these arguments, Speaker draws on medical 

literature that became fairly well-developed in the late-70s and early-80s, which depicted 

much concern about tranquilizers as alarmist, and which Mickey Smith laid out 

painstakingly and respectfully alongside studies indicting tranquilizers in his 1985 Social 

History of the drugs.148   

But, as physician John Morgan posited, both proponents and skeptics of 

tranquilizer prescription tend to draw on the same stores of data to make their arguments, 

and diverge in their interpretation and on the question of what represents “‘appropriate’ 

drug utility.’”149  (Morgan’s essay was published as a counterpoint to one written by 

Philip Lee in the 1980 publication Controversies in Therapeutics in answer to the 

question “is America an ‘overmedicated society’?” and, indeed, both writers draw on the 
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example of tranquilizers in support of their respective opposed positions.150)  The reason 

for this divergence, Morgan argued, is that physicians “are asked to define a ‘proper’ 

level of medication in a society when we do not understand the social utility of powerful 

chemicals.”151   

Indeed, Speaker cites articles that imply that DAWN data overrepresents 

benzodiazepine abuse, while HRG argued that the same data underestimated incidence of 

adverse reactions and addiction.152  In making some of its central arguments, Stopping 

Valium, also drew directly on Aaron’s Medical Letter, which maintained essentially the 

same circumspect position with respect to minor tranquilizers that Aaron’s “Health and 

Medicine” section in Consumer Reports had developed upon the introduction of the first-

generation drugs in the mid-50s.153  Speaker characterizes the Medical Letter as having 

represented the voice of reason on tranquilizers during the period she studies, writing that 

the journal “informed readers of the efficacy studies done, and noted the valid uses of the 

drugs, while deploring the heavy advertising and casual prescription.  But the editors 

never seemed alarmed about an epidemic.”154  The most substantive difference between 

the Medical Letter’s and HRG’s positions on tranquilizers as they emerged from this 

period, though, was not in the perceived risks and benefits of the drugs themselves.155  It 

stemmed, rather, from same quality that set the younger consumer organization apart 

from both CU and the physician-oriented publication from the start:  HRG believed that 

“heavy advertising and casual prescription” warranted action on the part of the 

government, the Group itself, and consumers, and that high prescription levels indicated a 

dearth of informed consumer participation in debate over “appropriate drug utility.”     
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HRG saw tranquilizers, like fertility-regulating hormones, oral diabetes drugs, and 

clofibrate, as having been subject to a genie-out-of-the-bottle effect, and saw the 

proliferation of negative popular depictions of the drugs in the late-70s that some 

historians of tranquilizer use and regulation construe as hysterical as a valuable 

counterweight to myriad forces driving the drugs’ popularity.  HRG saw such depictions 

as grist for a belated public, lay-inclusive debate over how the drugs should figure in a 

“rational therapeutics.”  When Warner Books rapidly reissued the self-published 

Stopping Valium in 1982, Wolfe appeared on the Donahue show along with Jill 

Clayburgh, an actress who was starring in the film version of I’m Dancing as Fast as I 

Can, a memoir of Valium addiction written by television-producer Barbara Gordon that 

had become a best-seller in 1979.156  Wolfe welcomed the national-level attention, both 

to his Group and to the issue of tranquilizer abuse.   

Neither Wolfe nor Gordon claimed that benzodiazepines were ineffective or 

inappropriate under all circumstances, and while Speaker portrays tranquilizers as the 

iconic instance of consumerist and feminist influence over pharmaceutical regulation, it is 

significant that HRG and the women’s groups that became vocal on the drugs did so only 

in the late-70s and early 80s, after years of advocacy around other products.157  In Women 

and Madness in 1972, soon-to-be NWHN founder Phyllis Chesler had suggested that 

elevated rates of tranquilizer use among women bore a link (if a complex one) to female 

oppression by men, and in 1974, Wolfe cited tranquilizers alongside antibiotics and 

Bendectin as exemplifying the problem of overprescription.158  It was not until 1978 and 

into the early 80s, however, after the National Consumers League (NCL) became the first 

consumerist organization to demand stricter regulation of tranquilizers, that NWHN 



 

 

378 

suggested that FDA should study the extent and nature of tranquilizer use among women 

and HRG made tranquilizers the subject of their own advocacy and, ultimately, a book 

for consumers.159   

The use of the drugs, as discussed in Chapter 1, had figured prominently in the 

“agonizing reappraisal” of “wonder drugs” that took place beginning in the late-50s and 

thereafter had arguably been subject to more intensive governmental, congressional, 

medical, and public scrutiny than any other prescription drug apart from the Pill—well 

before Barbara Seaman’s pharmaceutical muckraking and the coalescing of consumer 

and women’s health advocacy around prescription drugs.160  Beginning with Blatnik’s 

hearings in 1957, Congress examined tranquilizers in numerous sessions.  Gaylord 

Nelson’s subcommittee, with which HRG would ultimately work most closely, had held 

hearings on prescription psychotropic drugs in 1969, and periodically revisited the issue 

of tranquilizer overuse subsequently.161  After the ’62 Amendments, particularly under 

Comm. Goddard, FDA had grown more active in policing tranquilizer promotion—which 

was a subject discussed in multiple congressional hearings in the 60s and early 70s.162  

Also, in 1975, ten years after an FDA advisory committee had first recommended the 

drugs be subject to controls reserved for drugs that had particular potential for abuse, 

following a decade of legislative and judicial wrangling, the federal government 

succeeded in scheduling the drugs under the Drug Enforcement Administration (DEA) of 

the Justice Department.163  By 1979, prescription of minor tranquilizers had begun to fall 

off from its peak in the mid-70s—a decrease seemingly attributable not only to 

scheduling, but to changing analyses of the drugs’ risks and benefits in both professional 
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literature and popular media—but the drugs still remained among the most prescribed on 

the market.164   

When consumer groups including HRG did enter debate over benzodiazepines at 

this juncture in the late-70s, amidst new interest in Congress and in popular media, they 

did so in large part as an extension of legislative and regulatory struggles in which they 

had already been engaged that concerned other prescription drugs.  Chief among these 

was the campaign to have patient package inserts (PPIs) included for all prescribed drugs, 

not only oral contraceptives.165  In 1973, the Consumer Federation of America—an 

umbrella organization that had formed in 1967 to unite multiple groups including CU, 

industrial labor unions, and cooperatives to act together politically—had proposed that 

every prescription drug should include “written information understandable to the 

consumer.”  A year later, FDA Comm. Schmidt accepted an advisory committee’s charge 

to explore PPIs.166  In 1975, with no PPI program forthcoming, the Center for Law and 

Social Policy—a Ford Foundation-funded public-interest law firm founded in 1969 that 

was closely connected to and a model for the PC Litigation Group—filed a petition with 

FDA for better patient-oriented labeling on prescription drugs on behalf a coalition of 

women’s organizations and consumer groups, including CU.167   

In debates that then surrounded FDA’s consideration of this petition, the 

petitioning lawyer argued that “many drugs taken aren’t really needed. Perhaps if the 

patients knew more about the drugs they were taking they would stop or be more cautious 

of their use.”168  His remarks and those of others suggesting that “Americans are over-

drugged” matched Wolfe’s congressional testimony of the previous year on 
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“overprescribed drugs,” and as historian Barbara Troetel points out, represented a line of 

argument that  

opponents of PPIs would later cite…in their efforts to discredit advocates 
of the PPIs, claiming consumer and women’s groups had little interest in 
better patient compliance with drug regimens or better consumer 
information.  Rather, they used these arguments to mask their hidden 
agenda of reducing drug use in the United States to their self-defined 
absolute minimum.169 

 
Consumer and women’s health groups’ belief that the participation of informed patients 

represented an indispensable factor in the achievement of “rational therapeutics,” 

however, was as rooted in the social and political upheavals of the late-60s, during which 

both lay- and professional radicals began to question the very substance and construction 

of medical knowledge on which health policy and practice were based, as it was in 

moralizing, middle-class revulsion against mood drugs. 

 As FDA’s tentative proposal for a PPI program wended its way through the 

agency’s elaborate, five-year attempt at building consensus among consumer groups, 

pharmacists, physicians, industry, and regulators, HRG participated, expressing its hope 

that the program would inform and empower consumers and improve the quality of care 

physicians delivered.170  In the meantime, the Group continued to carry out its vigorous 

advocacy around oral hypoglycemics, clofibrate, and fertility-regulating hormones.  It 

lent its qualified support to Kennedy’s Drug Reform Act, which was first introduced in 

1977 and featured a measure mandating PPIs.171  In 1978, it took up a new, aggressive 

campaign to have use of the prescription painkiller Darvon (proxpoxyphene) restricted or 

banned, and in 1979 petitioned to have PPIs accompany every prescription of the ulcer 

drug cimetidine (Tagamet).172  In Off Diabetes Pills, Wolfe and colleagues praised the 

incorporation of mandatory PPIs in the 1978 iteration of the Drug Reform Act, arguing 
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that “informed consent would help protect diabetics from unnecessary treatment with oral 

agents.”173   

 In May 1979, Wolfe and Benjamin Gordon—newly retired from his position 

orchestrating Sen. Nelson’s FDA oversight hearings—made HRG’s first demand of the 

federal government concerning tranquilizers.  Citing Nelson’s hearings of 1969, the 

Group urged HEW to adopt a National Formulary and refuse to fund through Medicaid 

and Medicare the purchase of drugs deemed to lack substantial evidence of effectiveness 

under DESI and certain drugs that HRG and some state governments did not deem 

worthy of reimbursements – namely, Darvon, prescription cough and cold medications, 

and tranquilizers.174  Distinguishing benzodiazepines from “the more powerful 

psychotropic drugs like anti-psychotics and anti-depressants [which] can, if selectively 

used, have an important role in the management of mental illness,” HRG recommended 

that the government “cease reimbursing the minor tranquilizers (the so-called anti-anxiety 

drugs) on a routine basis” and use a “system of prior authorization for this class of drugs 

including specified criteria for reimbursement.”175  Although HRG’s request went 

unfulfilled with respect to tranquilizers, later that summer FDA Comm. Donald Kennedy 

signed the long-awaited PPI proposal, which laid out a two-phase program, beginning 

with PPIs for 50-75 drug classes, then expanding to all prescription drugs in the second 

phase.176  FDA official Richard Crout cited the proposal in Sen. Kennedy’s hearings on 

benzodiazepines in September of 1979, as well as the agency’s intent to propose new 

labeling for the drugs which would remove the indication for their use in the management 

of “stress and stressful situations.”177   
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It was only after 1980, when FDA finalized labeling for benzodiazepines that 

HRG thought inadequate, that the Group took further action on the drugs, releasing a 

statement to the press expressing their disappointment.178  The following year, the FDA 

pared the pilot PPI program down to include only ten drugs, including benzodiazepines, 

but ultimately the Reagan administration revoked the program entirely. HRG not only 

demanded and sued for the restoration of the PPI program, but when Valium’s producer 

Roche launched an ad campaign based on the new labeling that an industry writer 

described as coming “right up to, and maybe even onto, that national regulatory line that 

separates the permissible from the impermissible,” made benzodiazepines a major focus 

of its advocacy.179  In May 1981, when FDA’s Drug Abuse Advisory Committee met to 

consider whether to recommend that the WHO “schedule” the drugs due to their potential 

for abuse, Wolfe and two HRG colleagues appeared to urge FDA to recommend that 

controls be imposed.180  In June, Wolfe critiqued Roche’s offending promotional material 

in exquisite detail and demanded that FDA halt the ad campaign, order Roche to issue 

corrective advertising, “advise physicians to write ‘NO REFILL’ on all prescriptions” for 

benzodiazepines, restore the PPI program, and “subject future advertisements for Valium 

and similar drugs to closer scrutiny to prevent further publication of false and misleading 

information.”181  The FDA did compel the company to change the ads, but did not satisfy 

Wolfe’s other requests.182  Just under a year later, the Group released Stopping Valium, 

pursuing its hope that the public would “lead the way in regulating” drugs in this class.183    
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CHAPTER SIX 
______________________ 

 
HRG’s Advocacy around Pharmaceuticals in the Era of Reagan 

 
 

The late 70s and 80s marked a time of transition for HRG and Public Citizen 

(PC).  In the waning years of the Carter administration, the Group and PC saw a number 

of their most significant legislative and regulatory objectives go unfulfilled and 

experienced a steep fall-off in direct-mail contributions.  With Reagan taking office, and 

Nader departing as head of PC, consumer groups felt a need both to connect with 

consumers in new ways, mobilizing them more directly than they had in the 70s, and to 

steel their organizations and their existing achievements against the industries they had 

riled and the new administration’s deregulatory agenda.  Despite HRG’s commitment to 

advancing its vision for a more “rational therapeutics,” the “drug lag”—a concept that the 

Group fundamentally rejected and that allowed for little consumer-driven, government-

administrated therapeutic reform—structured much subsequent debate over prescription 

drug regulation. 

The previous three chapters, which considered HRG’s activities around fertility-

regulating hormones, antibiotics, and drugs for chronic disease, argued that to the extent 

that HRG’s specialization in advocacy around pharmaceuticals constituted an 

abandonment of the more radical objectives of the health activism of the late-60s, this 

was, largely, a self-conscious process that took place in response to what Wolfe saw as 

pragmatic imperatives—rather than in adherence to any political, cultural, or 

pharmacologic ideology.  Moreover, as drugs had become so integral to the iterative 

process that had created—and was continuing to create—modern concepts of health and 
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illness, engaging in debate over drugs constituted a method of raising, if only obliquely, 

deeper questions about how America set priorities in public health policy.  As these final 

chapters will elaborate, HRG’s history qualifies not only the pharmaco-historical 

consensus view of late 20th-century consumer activism as ideologically-driven, but the 

linked perspective that largely prevails within the historiography of the consumer 

movement more generally.  This prevailing perspective stresses the shift in the objectives 

of the consumer movement between the interwar period and the 60s from “economic” to 

“social” reform, the shrinking and homogenization of the consumerist coalition over the 

same interval, and the inherent contingency and superficiality of its administrative and 

legislative achievements in subsequent decades. 

  Just as HRG’s actions on drugs for both infectious and chronic disease in the 70s 

and early 80s reveal the complexity involved in distinguishing between ideology and 

pragmatism in late 20th-century consumer activism, examining HRG’s advocacy around 

prescription drugs throughout the 80s—particularly how the Group’s actions figured 

within the “drug lag” debate—challenges prevailing ideologically-framed narratives of 

the consumer movement and the very distinction between “economic” and “social” 

regulation on which they rely. In the present analysis, the limitations on what HRG 

accomplished in the way of reform in the 80s appear to have reflected neither a purely 

ideological disinterest in consumers’ “economic” problems nor the sheer force of 

industry opposition to a movement without significant grassroots backing and weak along 

lines of race and class, but rather a fraught process of consumerist prioritization that had 

unfolded over decades.   
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Darvon and Pills that Don’t Work:  Institutional Change at PC/HRG and the Shifting 
Ground of Debate over Pharmaceutical Regulation 
 

As examining both the origins and content of HRG’s books on oral 

hypoglycemics and benzodiazepines has suggested, these texts aspired to more than 

either reducing the use of the drugs at issue to a puritanical minimum or functioning as a 

mere consumer-guide adjunct to clinical medicine.  They were attempts to intervene 

directly—and provoke broad consumer intervention—in the “definition of disease” and 

establishment of “rational therapeutics.”  At the same time, they were far from political 

manifestos, and in this way resembled several other pharmaceutical-centered initiatives 

of HRG’s in the late-70s and 80s, which did not target the medicalization of chronic 

conditions that the Group viewed as either non-pathological or amenable to other 

preventive clinical or social interventions.  In some instances HRG sought simply to curb 

use of drugs the efficacy of which the Group considered dubious, or the risk-benefit ratio 

of which it viewed as inferior to that of other available drugs for the same condition, and 

in these cases the Group harbored no deeper skepticism of the appropriateness of 

pharmacotherapy for the condition.   

In the cases of the painkiller Darvon and of 610 drugs that the Drug Efficacy 

Study Implementation (DESI) review had found to lack evidence of efficacy, for 

example, HRG labored to have the drugs removed from the market strictly because the 

Group (in the case of Darvon) or the National Academy of Sciences (in the case of the 

DESI drugs) determined that the benefit they offered was insufficient to warrant the risk 

they carried for precipitating adverse reactions.  Nonetheless, all of HRG’s advocacy 

efforts around pharmaceuticals—whether or not they directly affected conceptualization 

of the diseases the drugs in question were meant to treat—challenged prevailing notions 
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of “rational therapeutics” and sought to open the process by which those notions 

developed to public view and participation.   

The Group’s advocacy around drugs such as Orinase and Valium—which HRG 

did consider excessively risky in part because of the existence of alternative, not-strictly-

medical interventions for the “diseases” at issue—was not qualitatively different than its 

advocacy concerning drugs like Darvon that HRG saw as inferior to existing drugs, or the 

DESI drugs, which HRG saw as excessively risky because they lacked evidence of 

efficacy. All such advocacy could redound to larger issues than the regulation of the 

specific drugs themselves and figure directly in campaigns for broader policy changes at 

the FDA (and in some cases beyond FDA) that defy simple categorization as “social” vs. 

“economic” in nature. While advocacy around drugs that had implications for the very 

conceptualization of chronic disease was more obviously linked to advocates’ deeper 

concerns about “upstream,” social determinants of health and illness, advocacy around 

any drug could strengthen the government’s and consumers’ influence over the general 

“role of pharmaceuticals in American life.”  At the same time, advocacy that was 

seemingly detachable from broader, more contentious political debates was also more 

practicable in the conservative political environment of the 80s. 

HRG linked its work on Darvon and the DESI drugs in the late-70s and early-

80s—like that on the other drugs thus far discussed—to its broader reform efforts, some 

of which the Group never saw realized, namely, the quest for PPIs for all drugs, the 

establishment of relative efficacy as a criterion for new drug approval, and the adoption 

of a national formulary that would structure federal spending on medications.  But like 

the Group’s work on oral hypoglycemics, the Darvon and DESI campaigns also had a 
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profound influence on HRG’s tactical and institutional evolution, helping determine the 

course the organization would chart in its second decade in lieu of some of the more 

thoroughgoing reforms it sought in its first.  These initiatives, aimed at both discrete 

regulatory measures and advancing more expansive, “progressive” reform, became, for 

the Group, strategic bulwarks of a sort against the intensified conservative efforts at 

deregulating pharmaceutical research and marketing that constituted debate over the 

“drug lag.”   

 
In 1978, HRG began a campaign to secure greater regulatory restriction of the use 

of the painkiller Darvon that would ultimately span more than thirty years and was 

among the Group’s highest-profile efforts of the late-70s.  Darvon was the most-

prescribed drug in the late-60s and early 70s, and in 1974, along with the minor 

tranquilizer Librium and the hormone replacement drug Premarin, remained among the 

top five most-prescribed drugs.1  But in the late-60s and early-70s, reviews of research on 

the drug—a “chemical cousin of methadone”—began to suggest it might not be any more 

effective (possibly less effective) as an analgesic than aspirin and more dangerous (a 

quality compounded by the drug’s addictive aspects and induction of mild euphoria).2  In 

hearings in 1970, with Vietnam looming over all debates over federal spending, Sen. 

Nelson questioned the Defense Department’s expenditure on Darvon.  The Senator 

argued that aspirin was cheaper and equally effective, and in 1973 the Drug Enforcement 

Administration (DEA) began seeking, unsuccessfully at first, to have the substance 

regulated as a narcotic.3  Graedon cited the unfavorable medical literature in 1976 his 

best-selling book and advised readers that other analgesics were both more reliable and 

economical than Darvon.4  In 1977, the DEA succeeded in precipitating an FDA advisory 
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committee meeting and subjecting the drug to regulation under the Controlled Substances 

Act by citing evidence the agency had collected between 1972 and 1975 that suggested 

physicians prescribed the drug too often and for too long and that implicated the drug 

(alone or in combination with other drugs) in 1,369 deaths by overdose.5  It was at this 

point that HRG began to examine the literature on the drug closely and enlisted the help 

of staff researchers at the DEA.6   

In November of 1978, HRG petitioned the DEA and FDA to either ban Darvon, 

then the third-most prescribed drug, as an “imminent hazard” (four months after Califano 

had done so with phenformin) and allow its use only as an investigational drug for 

treating narcotics addiction or reclassify the drug from Schedule IV to Schedule II under 

the Controlled Substances Act, which would subject the drug to the more restrictive 

regulation that applied to strong opioid analgesics.7  Three days later, the Washington 

Post editorial page expressed support for Wolfe’s demand that the drug be rescheduled 

by DEA—a measure that would limit the number of prescription refills to five in six 

months and require strict record-keeping by pharmacists.8  In February, Sen. Nelson held 

hearings on Darvon with Wolfe as the lead-off witness, and the FDA convened an 

advisory committee meeting in direct response to HRG’s petition.9  In his testimony 

before both bodies, Wolfe presented additional human- and animal-based evidence that 

he believed suggested propoxyphene’s potentially lethal toxicity.  This included material 

that had been leaked to HRG “from a source within [Eli Lilly, the drug’s brand-name 

manufacturer],” namely, the full text of a progress report from 1976 on experiments Lilly 

was conducting to assess Darvon’s cardiac effects in dogs.  Wolfe implied that Lilly had 

withheld the results of these tests from FDA.10  Lilly disputed these claims.11  
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Combining analysis of case reports by coroners, studies in the medical literature, 

and Drug Abuse Warning Network (DAWN) data, Wolfe also suggested that because of 

the long half-life of propoxyphene’s main metabolite and the narrow margin of safety of 

the drug, many deaths involving the drug interpreted as suicides were more likely to have 

been accidental in nature.12  To Congress, Wolfe also presented a letter from Quentin 

Young, who was then Chief of Medicine at Cook County Hospital in Chicago—and who 

had been the head of the Medical Committee for Human Rights (MCHR) during the 

height of Wolfe’s involvement with the group in the late-60s—describing the Chicago 

hospital’s positive experience with banning Darvon institutionally.13  At the outset, FDA 

seemed receptive to HRG’s proposal for rescheduling the drug.  Carrying news of the 

upcoming hearings and advisory committee meeting in January of 1979, the New York 

Times reported that “sources familiar with planning in Federal drug regulation 

agencies…said they expected the [FDA] to recommend” switching Darvon to Schedule 

II, but Eli Lilly denied the claim.14   

Following the February advisory committee meeting, HEW Sec. Califano stated 

he would not ban propoxyphene as an “imminent hazard,” ordering the FDA instead to 

hold further hearings on the drug in April and the Surgeon General to prepare a 

recommendation as to whether the drug should be rescheduled by June.15  The 

Washington Post condemned Califano’s decision not to act immediately to restrict the 

drug in an editorial entitled “Why the Darvon Delay?”16  The New York Times published 

a behind-the-scenes look at the manufacturer’s mobilization in the face of the threat 

HRG’s petition had posed to the company in a piece called “A Company at War:  How 

Lilly Defended Darvon,” which Nelson’s committee appended to the text of his hearing.17  
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Lilly’s chief executive called what followed HRG’s initial action in November “a 

gigantic P.R. war with blunt instruments,” and the Times reporter detailed the lengths to 

which Lilly’s Darvon Working Group (which included medical, scientific, legal, and 

public relations staff) and Darvon Policy Group (which included many of the company’s 

highest-ranking executives) went in responding to the charges against Darvon.  The 

company enlisted a team of statisticians equipped with fast computers to reanalyze the 

DAWN data.  It re-enlisted an academic toxicologist whom the company had first asked 

to study propoxyphene in 1975 after forensic data had been gathered which seemed to 

implicate the drug in many deaths.  And Lilly issued press releases and featured 

representatives in television appearances on the day that Wolfe testified before Nelson’s 

committee.18   

In his earlier study, the Lilly-funded toxicologist, Bryan Finkle, had scrutinized 

medical examiner records and concluded “that most of the deaths associated with 

propoxyphene involved use of the drug at doses far in excess of therapeutic amounts and 

in combination with other drugs, especially tranquilizers and other central nervous system 

depressants” and that “a majority of the persons had a history of suicidal tendencies, 

emotional instability, or drug or alcohol abuse.”19  Lilly’s and Finkle’s analysis of data 

from the intervening period—the same data to which HRG’s petition had pointed with 

alarm—made a similar differentiation between deaths, and suggested that propoxyphene-

related deaths had declined since DEA had placed the drug in Schedule IV in 1977.20  

Wolfe countered these claims in presentations before Califano in late May and early June, 

arguing that Darvon-related deaths remained steady in the year after scheduling and that 

the data for the year after that could not yet accurately be interpreted, as the New York 



 

 

405 

City medical examiner had not submitted data after April of 1978 (NYC had accounted 

for 15% of DAWN-registered Darvon deaths in 1977) and there was a significant lag in 

reporting of deaths to DEA.21  Wolfe continued to argue that Darvon had a narrow safety 

margin and, further, that a likelihood that a drug would be used for suicide was as 

legitimate a reason for scheduling that drug as the likelihood of accidental overdose.22  

He and Benjamin Gordon also included Darvon among the drugs for which they urged 

the federal government to cease reimbursement under federal medical programs.23   

Lilly succeeded, however, in mitigating regulatory action against a product that 

had waning sales but was still “immensely profitable.”24  In June, the advisory committee 

recommended against rescheduling and that FDA withdraw approval for the drug only if 

an educational campaign that Lilly was developing in consultation with the agency failed 

to prevent the drug’s misuse.  Califano concluded that despite the fact that the April 

“review indicates that Darvon may well satisfy certain of the legal criteria in the [CSA] 

for inclusion in Schedule II, and that it has chemical properties more similar to the drugs 

in Schedule II than to those in Schedule IV… we need more research on Darvon to make 

a reasoned and legally defensible judgment on rescheduling,” and he asked the Surgeon 

General to coordinate further studies in the following year and possibly afterward.25  

Wolfe and Nader deplored the action in communication to Califano and publicly, 

suggesting that the “growing number of malpractice and product liability lawsuits 

involving Darvon,” was, under these circumstances, a welcome development, and HRG 

continued its efforts to see the drug restricted.26 A month after FDA alleged that Lilly’s 

educational program to reduce Darvon abuse had become a “standard promotional 

campaign for its Darvon products” and threatened to tighten controls, in April of 1980, 
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the Group singled out Lilly for criticism at Big Business Day and highlighted Darvon’s 

hazards alongside those of diethylstilbestrol (DES).27  Later that month, when a U.N. 

panel decided to place Darvon on International Narcotics Schedule II, forcing the U.S. 

and other signatories to tighten national controls, Wolfe again urged HEW to ban the 

drug or reschedule it.  Again Wolfe appeared as the lead-off witness when Rep. Henry 

Waxman (who had assumed the chairmanship of the Health Subcommittee of the House 

Commerce Committee the year before, and became one of HRG’s closes allies in 

Congress during the 80s) held hearings on propoxyphene.28                

FDA imposed controls on bulk manufacturing in accordance with the U.N.’s 

decision, and—in the form of an agency bulletin provided to all doctors, dentists, 

pharmacists, nurses, and hospitals—asked doctors to write “no refill” on prescriptions for 

Darvon:  a voluntary version of what Schedule II would have effected compulsorily.29  

Although Wolfe testified before Waxman’s panel that PPIs were not an adequate solution 

for Darvon abuse, apart from designating the drug as a “do-not-use” product in all 

editions of the consumer guide to the most-prescribed drugs that HRG first published in 

1988, HRG’s efforts to preserve the pilot PPI program constituted the extent of the 

Group’s further action on Darvon for the subsequent sixteen years.  Other drugs overtook 

Darvon as HRG priorities until 2006, one year after the United Kingdom announced it 

would begin a phased withdrawal of propoxyphene products from the market.  HRG 

petitioned the FDA again to ban the drug—by then much less frequently prescribed, but 

still the twelfth most-prescribed generic medicine.30   

By June 2008, FDA had neither granted nor denied HRG’s petition, and the 

Litigation Group sued to compel the agency to act.31  In January of 2009, two FDA 
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advisory committees—including the Drug Safety and Risk Management Advisory 

Committee, to which Sidney Wolfe himself had been appointed as a permanent member 

in October 2008)—met jointly to respond to the petition.32  Although the panels voted 14-

12 to withdraw propoxyphene products, and the European Medicines Agency decided on 

its own ban in July, the FDA elected instead to strengthen the boxed warning on the drug, 

mandate a Medication Guide (equivalent to a PPI), compel the manufacturer to study the 

drug’s cardiotoxicity, and further monitor and study the drug itself.33  In November 2010, 

FDA announced it was banning the drug, reporting that the cardiac study had shown the 

drug to cause potentially dangerous changes in heart signals and citing another study 

based on forensic data.34   

Although HRG did not fully achieve its objective until 32 years after its first 

Darvon-related initiative, Wolfe attributed the diminution in the use of the drug that 

began in the late 70s in small part to the DEA scheduling and in larger part to HRG’s 

“petitions, the Senate hearings, some strong statements…by Secretary Califano, [and] 

general increased awareness that the drug was more dangerous than people thought and 

perhaps less effective than people thought.”35  As an industry reporter wrote in 1981, 

Wolfe “suffered a string of failures in his endless campaign to have propoxyphene 

removed from the market—but so has Lilly’s market leader, Darvon, suffered a sales 

decline as a result of Wolfe’s crusade.”36   

In the “P.R. war with blunt instruments” that Lilly described itself as fighting over 

Darvon in 1979, HRG was not unequipped.  From the time of his original confrontation 

with G.M., Nader’s brand of advocacy—and that of many of the organizations he helped 

establish—relied heavily on a receptive press.  HRG was no exception.  Beginning with 
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the Abbott I.V. incident, and increasingly throughout the 70s, a growing network of 

reporters like Mintz, who were concerned with consumer issues—a group Michael 

Pertschuk described as an essential element of the “consumer entrepreneurial 

coalition”—amplified the Group’s actions on all manner of issues, including occupational 

hazards, toxic household products, over-the-counter drugs, food additives (especially Red 

Dye No. 2), x-ray exposure, medical devices, and prescription drugs such as DES and 

oral hypoglycemics.37  By the late 70s, Wolfe, “the doctor behind Ralph Nader” who had 

appeared sporadically on radio shows, television news, in Congress, in popular medical 

periodicals, and in numerous newspaper articles since HRG’s founding, was becoming an 

increasingly prominent persona both publicly and among regulatory insiders.38   

From 1976 to 1988, his last twelve years with the Washington Post, Morton Mintz 

says the paper became “resistant to stories about Nader”—a feature of what biographer 

Martin calls Nader’s “steep media falloff” after the mid-70s.39  For Wolfe, however, there 

was a significant up-tick in the same period.  By 1980, he had appeared on the Phil 

Donahue Show, Meet the Press, Good Morning America, the Today Show, the McNeil-

Lehrer Report, the Mike Douglas Show, the Dick Cavett Show, all three network news 

shows, hundreds of radio shows, and had a weekly news program on CNN.40  Beginning 

in 1978 and continuing through the ‘80s, mass media outlets from Time, Parade, and 

People magazines, the Washington Post, USA Today, and the Wall Street Journal to 

popular health and trade publications The New Physician, American Pharmacy, Medical 

Self-Care, FDA Consumer, Food & Drug Letter, Medical Economics, Prevention, 

American Health, and Chemical Marketing Reporter profiled Wolfe and HRG.41  HRG’s 

continuing work on DES, success in having phenformin banned as an “imminent hazard,” 
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and campaign against Darvon figured prominently in the earliest of these profiles.42  The 

industry trade periodical Food & Drug Letter in 1979 called Wolfe “the guru of drug 

consumerists,” and suggested that HEW Sec. Califano’s statements about Darvon 

reflected his “fear of Wolfe, or at least the bad publicity HRG apparently can generate on 

any topic.”43   

Industry reporter James Dickinson also highlighted phenformin and Darvon in a 

1981 piece in the pharmaceutical trade magazine Drug Topics in which he named 

Wolfe—along with the heads of the generic and brand-name pharmaceutical 

manufacturing trade associations and two leading drug company presidents—as one of 

the “five most powerful people in the drug field.”44  Dickinson “informally canvassed the 

opinions of key Washington observers of drug regulation, law, marketing, and 

professional practice” in order to select the five figures.  While HRG’s high-profile work 

on phenformin and Darvon did much to solidify the reputation HRG had been building 

since the early 70s as a formidable influence among consumers of pharmaceuticals and 

on the “drug field” generally, another initiative Dickinson mentioned brought Wolfe and 

HRG to a whole new level of engagement in FDA politics and public visibility in the 

early 80s:  the Group’s efforts to compel FDA to act on the findings of the retrospective 

efficacy review of prescription drugs approved before the ’62 amendments to the FDC 

Act and complete and the safety-and-efficacy review of pre-’62 over-the-counter (OTC) 

drugs.45   

For HRG, these efforts began as collaborations with the PC Litigation Group 

(PCLG) in 1976, shortly after attorney William B. Schultz joined PC’s legal division.  

Schultz rapidly became a specialist in food and drug law and the legal staff member who 
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worked most closely with HRG until 1989, when he left to work first as counsel for Rep. 

Waxman’s Subcommittee on Health and the Environment, then as an FDA Deputy 

Commissioner for Policy.46  In addition to HRG’s DES suit against the University of 

Chicago, two of the first cases for which Schultz gained responsibility when he joined 

PCLG were suits to compel FDA to alter or complete its retrospective reviews.47  The 

cases had an even longer lineage, descending from the same combination of 

pharmacologic developments and political upheavals within and outside of FDA that 

brought Wolfe and Nestor together and solidified HRG’s committment to advocacy 

around pharmaceuticals from its very founding.  The efficacy review cases were virtually 

encoded in HRG’s institutional DNA, and when they manifested as features of the 

Group’s own advocacy in the 80s, they did so in ways that both adapted to contemporary 

circumstances and integrated diverse branches of their organization’s consumerist 

genealogy.   

The DESI review had been procedurally and politically fraught from its 

beginnings, and continued to be even after Comm. Goddard’s bold action in 

implementing the program in 1966 successfully resulted in pronouncements about the 

efficacy of 4,349 prescription drugs by the National Academy of Sciences/National 

Research Council (NAS/NRC) panels entrusted with review by 1969.48  When FDA, 

under Goddard’s successor, Herbert Ley, tried to withdraw the combination antibiotic 

Panalba from the market in 1968 based on DESI’s findings, the drug’s manufacturer, 

Upjohn, tried to exert pressure on the agency through Nixon’s secretary of HEW, Robert 

Finch. Ley stood up to Finch, intimating that if HEW forced FDA to modify its proposed 

regulatory action, FDA would expose HEW’s meddling during upcoming oversight 
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hearings scheduled by Rep. Fountain and Sen. Nelson.  While Ley prevailed, in this way, 

on the Panalba issue, and the FDA successfully defended its right to act on DESI’s results 

against Upjohn’s legal challenge in 1970, his insubordination quickly cost him his 

position as commissioner.49  It was such circumstances as these, as well as those alleged 

to have led to the “watering down” of warnings on oral contraceptives in 1968, that not 

only inflamed John Nestor, but made a professional “FDA dissident” of Dr. Robert S. 

McCleery, who had served as chief of the Medical Advertising section of the agency’s 

Bureau of Medicine and Ley’s Special Assistant for Medical Communications.50  In 

1969, McCleery went to work as a staff member for L.H. Fountain’s subcommittee and 

soon after became a consultant to Nader’s new Center for the Study of Responsive Law 

(CSRL), through which he also developed a relationship with the Center for Law and 

Social Policy (CLSP).51   

Between 1970 and ’71, McCleery wrote a study for CSRL on the shortcomings of 

self-regulation in the medical profession, which informed Nader’s vision for HRG.  

McCleery also generated the idea of bringing a lawsuit—for which HRG would 

ultimately take responsibility—against FDA to compel the agency to implement the 

NAS/NRC DESI findings more swiftly and to publicly disclose them in the interim.52  

McCleery persuaded the American Public Health Association (APHA) and the National 

Council of Senior Citizens (NCSC) to be the plaintiffs in the case, even though neither 

organization had ever sued the federal government before.53  CLSP brought the case in 

1970, just months after a court had upheld FDA’s right to act on DESI.  FDA maintained 

that it was moving methodically and with due speed to remove inefficacious drugs. DESI 

adjudged 7% of the reviewed drugs ineffective for every claimed function and 50% 



 

 

412 

effective for some claims and ineffective for others, but FDA argued that because 

NAS/NRC’s judgments did not constitute the agency’s own final decisions, the DESI 

results should not be released prematurely.54  McCleery, on the other hand, maintaining 

that FDA was delaying because it “fear[ed] political and economic consequences if a 

large group of drugs were rapidly removed from the market,” reasoned that the agency 

should invoke the “imminent hazard” clause to begin immediate withdrawal, and that the 

efficacy panels’ findings should be disclosed publicly.55     

Although it defended its decision not to disclose DESI results in court, in 

November of 1970 the FDA did make public a list of withdrawals that had already been 

made or were underway.  In 1972 a district court concluded “that there [was] no 

compelling reason why the remaining NAS-NRC reports should not be immediately 

released, that it would be an abuse of agency discretion to refuse to make such reports 

public, [and] …that the court should set a deadline for the FDA to complete its evaluation 

of all drugs with regard to efficacy.”  The judge gave FDA four years to finish 

implementing the program for prescription drugs.56  The court did not find that FDA’s 

failure to invoke the “imminent hazard” clause constituted an “abuse of discretion,” but 

did echo the plaintiffs’ concern that FDA’s newly-proposed procedures for removing 

ineffective OTC drugs were “enormously elaborate” and would “create extensive delay in 

applying the efficacy requirement” to those drugs.  This concern, the court explained, was 

compounded by the facts that OTC drugs were “purchased without medical advice in 

most cases, and an NAS-NRC report on over-the-counter drugs indicate[d] that only 25% 

of all such drugs are effective.”57  It was with concerns over the procedures of the latter 

program, the OTC Drug Review, that HRG attorney Anita Johnson first came to new 
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PCLG attorney William Schultz in 1976, but Schultz and his colleagues soon began 

advocating to speed up both FDA programs.58   

In 1979, three years past the four the federal court had allotted FDA to complete 

implementation of the DESI, Schultz and another PCLG attorney—at Wolfe’s urging and 

with the plaintiffs’ agreement—asked the judge to reactivate the case.59  The case never 

went before the judge.  PCLG renegotiated a settlement with FDA that mandated the 

agency to assign additional staff to the project, articulate a schedule for removing the 

remaining 422 drugs (and 2,500 related products) from the market, act on the highest-

selling drugs first, and send a notice to doctors by December 1980.60  Schultz also 

monitored the process personally, meeting with a group at FDA every six months for four 

years, “push[ing] them on this and that.”  At first, Schultz recalls of the process,  

…they were very, very hostile.  “What business did we have telling 
them...” because their view was this wasn’t important, as important as 
other things they were doing.  They wanted to approve new drugs.  They 
viewed this as “maybe it'd be nice to get done but nobody was getting 
hurt” and it just was not a priority.  We really pushed it!  They knew we 
could go back to court at any time and the judge might require them to do 
something worse.  You know, by the end they told me they thought it was 
really a constructive process and they got it done!   

 
By the 1984 negotiated deadline, fewer than 40 DESI products remained on the market.61  

In 1980, however, as Schultz was working out the terms of the settlement with FDA, 

HRG was taking a further measure of its own.  At the end of that year, the Group 

published Pills that Don’t Work:  A Consumers’ and Doctors’ Guide to 610 Prescription 

Drugs that Lack Evidence of Effectiveness, which included drugs (or drugs chemically 

similar to those) that FDA listed as lacking evidence of effectiveness and three classes of 

drugs that other FDA advisory committees (rather than the DESI NAS/NEC committees) 

had found lacking in evidence of effectiveness.62     
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 A draft proposal for the publication, tentatively titled “Pills Only When Needed,” 

envisioned a more comprehensive book that would integrate a chapter containing 

information from DESI with other chapters on several of the primary focuses of HRG 

advocacy around pharmaceuticals:  painkillers, tranquilizers, sleeping pills, hormone 

replacement therapy for menopause, diabetes pills, and weight-loss (pills vs. other 

methods).63  But the final product took as its objective the more discrete—and arguably 

less socially value-laden and politically-charged—task of communicating in lay-

accessible terms the as-yet uncompleted portions of the DESI.  The content of each of the 

other proposed chapters appeared either in prior publications (Off Diabetes Pills) or 

publications yet-to-come (Stopping Valium, Women’s Health Alert).  For most ineffective 

drugs, HRG also suggested better alternatives.  In the late-70s, Wolfe had appeared on 

the blockbuster daytime television talk show Donahue several times to discuss women’s 

health issues, but when HRG released its self-published book in 1980, selling it for $6 a 

copy, he made his first appearance on the program expressly to promote an HRG 

publication.64  120,000 copies sold as a result of that appearance alone, with the 

onslaught of requests overwhelming PC’s receptionist, and the following year Farrar, 

Straus, and Giroux sent Wolfe on a 14-city book tour with a second edition, which 

became a national bestseller.65  Wolfe appeared on Donahue again, as he would with 

subsequent publications, and Warner Books paid $125,000 for mass-market rights.  

Warner released an edition, and by the end of 1982, PC counted 500,000 copies of the 

book sold.66   

Warner also released Stopping Valium in 1982, and the proceeds of these and 

subsequent HRG publications quickly became “the heart of [the] cash reserves” for the 
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entire PC organization, enabling it to buy buildings in Washington that would house its 

advocacy activities in 1994.67  In a September 1981 retort to a Washington Post article 

“Nader of the Lost Bark” that had described Nader and his organizational network as 

experiencing decline in the late 70s and cited the steep fall-off in direct-mail 

contributions to PC, Wolfe—then director of PC as a whole—admitted that direct-mail 

revenue was down to $710,000 in 1980 from $1.2 million in 1974, and that there had 

been a 22% decrease in all sources of funding in those six years.68  But, Wolfe added 

pointedly, given the breakout success of his Group’s newest book, the total for all sources 

of funding for PC in 1981 would equal that of 1974.   

Joe Graedon plugged Pills that Don’t Work to the readers of his syndicated 

“People’s Pharmacy” column, and called the “whole process” of the book’s evolution out 

of HRG’s advocacy “precedent-setting”—a process from which others in the prescription 

drug consumer-guide market sought to distinguish their own efforts.69  “We’re not in the 

same vein as Sidney Wolfe’s group,” said the author of the also-best-selling Pill Book. 

“We don’t make judgments or do research on whether something is good or bad.  We try 

to develop products for the consumer market.”70  Indeed, even as HRG’s book was re-

released in an updated mass-market edition, PCLG battled in court against the efforts of a 

Republican congressman and Reagan’s Secretary of Health and Human Services (HHS, 

renamed from HEW in 1979 with the creation of a separate federal Department of 

Education) to preserve federal reimbursement for the products the book identified.71       

 In 1983, out of HRG’s advocacy around the OTC Drug Review, another best-

selling book arose.  Early on in its institutional life, HRG had objected to the OTC 

Review process’s lack of transparency, and in 1974, PCLG had sued FDA so that HRG 
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could gain access to the transcript of a panel that had weighed the efficacy of Miles 

Laboratories’ Alka-Seltzer, an antacid/aspirin combination drug product.72  HRG 

believed Alka-Seltzer was an inefficacious and unsafe product, as aspirin was contra-

indicated in patients with ulcers or pre-ulcerous disorders of acid production that made 

patients prone to gastrointestinal (GI) bleeding.  An FDA insider had also given the 

Group reason to believe that the advisory panel that re-evaluated this class of drugs had 

been unduly influenced by an industry representative.73  Although HRG did not secure a 

withdrawal of the product’s approval, and Alka-Seltzer’s labeling ultimately advised only 

against using the drug for acid symptoms alone, Congress and additional advisory panels 

did scrutinize the drug in response to HRG’s efforts and tighten warnings, and PC as a 

whole made inroads in FOI access to the content of advisory committee meetings, in part 

through the antacid case.74   

 The suit Schultz engineered in response to HRG’s request and, in 1979, won, 

however, aimed at fundamentally altering the procedure of the OTC Review, alleging that 

the FDA’s regulatory scheme for the Review was invalid.75  PCLG proved to the court 

that FDA’s inclusion of an interim Category (III) for evaluated drugs – neither clearly 

safe and effective (Category I) nor clearly unsafe and ineffective (Category II) and, 

therefore, needing more testing before the agency could decide – was not legal.  

Dickinson counted PC’s OTC suit as a clear victory for HRG, but, as he observed, Wolfe 

did not consider the outcome “good enough,” and neither did Schultz.76  In response to 

the judge’s decision, FDA formulated new regulations structuring the review process, 

which eliminated “Category III,” but still afforded manufacturers one year of undisturbed 
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marketing after publication of a final monograph that deemed a given drug class lacking 

in evidence of safety or efficacy to produce such evidence.77   

 Although the new regulations effectively reduced the time that an OTC drug 

lacking safety/efficacy evidence could remain on the market from five years to one, 

Schultz considered “this regulation…just as illegal” as the previous one, and in 1982 

PCLG sued to try to impose a schedule for completion of the OTC Review comparable to 

that it had secured for DESI.78 PCLG ultimately succeeded, on appeal in 1987, in gaining 

court approbation of the pace of the Review.  PC never gained influence over the 

scheduling of the administrative process, but in the meantime turned to other modes of 

advocacy.79  In 1982, Schultz wrote a proposal for congressional FDA oversight hearings, 

citing the agency’s lack of an “overall plan or schedule for completing the OTC Review” 

as among PC’s chief concerns, and in 1983, Wolfe testified before Congress that the OTC 

Review constituted “a major disaster from the consumer viewpoint.”80  Several months 

before that, HRG released the self-published version of Over-the-Counter Pills that Don’t 

Work, which profiled 467 “top-selling OTC drugs” and offered “extensive self-help 

information for 8 categories of common medical problems.”81  Once again, Wolfe 

appeared on Donahue, this time to report that more than two-thirds of OTC products then 

marketed contained ingredients that had not been proved either safe or effective, and 

when Pantheon Books released its edition later that year, HRG had another bestseller.82                    

 
By the mid-80s, HRG’s pharmaceutical-related consumer publications were 

helping to underwrite not only the Group’s own operations, but those of the entire PC 

organization, which included PCLG, Congress Watch, a nuclear energy/environmental-

protection division, a tax reform division (until 1987), and a home heating oil buying 
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collective (after 1983).83  Unlike many other public-interest organizations that formed 

during the 70s, PC did not initially raise a large proportion of its funds from foundations 

– as late as 1985, less than 5% of the organization’s total income was from such 

sources.84  Until 1982, PC had tax status only as a 501(c)(4) organization, which meant it 

was permitted by the IRS to engage in lobbying and sustained by small, non-tax-

deductible contributions obtained mostly through mass mailings.85  In that year, when 

Joan Claybrook returned to PC as president, PC formed an affiliated 501c(3) 

organization, the PC Foundation—charged with funding the organization’s  “research and 

educational activities,” not permitted to lobby, and able to accept larger gifts.  Two years 

later PC’s leaders engaged a consultant to help establish a development office, strategize 

about sustaining and expanding the organization’s prospecting program, begin 

streamlining its financing and record-keeping, and move toward bringing in high-dollar 

contributions and foundation grants.86  But, even in 1985, as the consultant observed, 

“Public Citizen ha[d] not really made up its mind that it want[ed] to raise money from 

foundations.”  This decision was a difficult one for PC’s founding leadership—Wolfe, 

Claybrook, and PCLG’s Alan Morrison—because it brought to a head core dilemmas of 

the late 20th-century consumer movement.   

PC’s body of individual supporters represented neither the cross-class formation 

that CU aspired to become in 1936 nor the ethnically diverse group that constituted the 

mid-60s civil rights movement, and these PC “members” did not direct the organization’s 

advocacy from below.  As the consultant observed, despite discrete efforts to generate 

support for PC through field-based organizing that yielded “often outstanding, and 

sometimes close to miraculous” results, a funding structure that would make PC reliant 
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on local branches for income “would represent such a profound change for the 

organization that at the present moment [1985] it is not capable of contemplating it.”87  

And in the case of HRG, to the extent that Wolfe saw both public health policy and lay 

consumers themselves as having become increasingly subject to manipulation by health 

sector industries (often by way of physicians) in the postwar period, he viewed the 

Group’s own work as a necessary professional prelude to grassroots political action to 

improve health—as jamming machinery of health-commodification that was already 

well-developed and actively operating.  Yet, somewhat paradoxically, HRG saw lay-

consumer participation as indispensable for realizing the kinds of reform—both broader, 

social and economic reform and narrower, pharmaceutical-specific, FDA-administered 

changes—that the Group believed would bring about the interwoven ends of “rational 

therapeutics” and improved public health.   

It was this belief—and not simply a technocratic presumption that medically-

trained HRG staff understood public health issues in ways that lay-people (of any class, 

race, or gender) did not—that made Wolfe equally wary of instituting lay-control over PC 

in the form of an elite, financially well-connected advisory board.88  Wolfe feared it 

would distort and constrain PC’s programs in such a way as to betray principles of “good 

science” and “medical ethics” that he did not see as apolitical but, rather, inseparable 

from what he saw as the public’s interest.89  He could not abide HRG’s becoming one of 

any philanthropist’s “little lambs,” to use Goddard’s expression, as FDA itself seemed to 

Wolfe prone to do despite that commissioner’s inroads in the late 60s.90  Women’s health 

and consumer activists had been among the first to suggest in the late 60s and early 70s 

that truly altering the “role of pharmaceuticals in American life” required political 
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participation by all those whose lives pharmaceuticals affected, not only FDAers and 

enlightened philanthropists, and meant altering American life itself in fundamental ways. 

HRG was reluctant to alter its own funding structure in ways that might compromise the 

political consciousness that had informed critical alternative epidemiological perspectives 

from Aaron’s and Hueper’s (mutedly) to NWHN’s and HRG’s (explicitly).   

The layered and shifting significance of HRG’s publications within PC’s 

institutional history thus reflects the late 20th-century consumer movement’s struggle to 

reconcile the radical insights/principles of late-60s activism with a pragmatic, 

“progressive” strategy largely contingent on conditions “inside the whale” of postwar 

consumer society.  HRG’s pill books not only served as a stop-gap for regulatory action 

by FDA, they were the closest thing the Group had to a tool for galvanizing consumers 

politically, and, because they began selling in such enormous quantities, they—along 

with substantial litigation fees PCLG won during court battles—also temporarily staved 

off PC’s becoming dependent on foundation support.  Because of its best selling books 

and court-awarded fees, PC had not needed to fully confront the long-term funding 

challenges that rising postage rates, increasing competition among public-interest groups, 

and the somewhat-mixed blessing that the conflation of PC’s identity with Nader’s in 

liberal public consciousness presented. To the consultant hired in 1984 to help envision 

PC’s financial future, however, it was clear that the organization had to turn to 

foundations or high-dollar individual contributors to ensure its survival.  While HRG’s 

books and PCLG’s court-awarded fees represented important “additional sources of 

income,” these could not be relied upon to address the problems of “low salaries” that 

went “hand-in-hand with high turnover and low productivity” (and unionization drives 
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that took place that year) or the need to acquire and maintain computers and word-

processors.  This was particularly true given that, as Wolfe describes it, raising money 

was not the primary reason HRG generated books, but “a nice side effect.”91   

Ultimately, as Claybrook recalled upon her retirement from PC’s presidency in 

2009, the necessity of changing PC’s funding structure that the consultant presaged 

indeed came to pass:  “Direct mailing doesn’t work anymore,” she explained. 

“Fundraising is now much more personal—through personal contacts.”92  In the mid-80s, 

PC’s development office began to take shape, and as the functions that HRG’s 

publications served internally changed, adapting to the imperatives of fundraising, so did 

their external function.  PC’s development consultant saw HRG’s work—alongside the 

sometimes-linked legal victories of the PCLG—as the “two areas in which Public 

Citizen’s activities have direct, positive and measurable impact” and, therefore, as “the 

two aspects of Public Citizen that most lend themselves to operations that should secure 

continuous, unrestricted, general support.”93  As HRG’s pharmaceutical-centered work 

also boosted direct-mail prospecting—when the Group’s drug-related efforts were 

highlighted in appeals or its publications offered as incentives for contributing to PC—

HRG’s drug efforts became a centerpiece for PC’s own P.R. efforts, at the same time that 

debate over pharmaceutical regulation was itself increasingly resembling a “P.R. war” in 

which HRG’s very existence interfered with the pharmaceutical industry’s message.94 

The shifting contours of national debate over the development, use, and regulation of 

pharmaceuticals, which the consumer and women’s health movements had affected but 

not fundamentally reoriented in the 70s, largely determined what the external function of 

HRG’s work would be.   



 

 

422 

HRG had originally hoped to be part of an expanding consumer movement that 

would bring about progressive reform of which more rational use of pharmaceuticals 

would only be one feature.  Just as the Group’s drug work became a financial lifeline for 

PC in the 80s rather than an instrument for consciousness-raising or a source of 

institutional political independence, however, HRG’s advocacy around pharmaceuticals 

functioned primarily as a wedge that helped prevent rollback of federal regulation of the 

pharmaceutical industry, rather than a lever to propel drug regulation and related policies 

affecting health forward.  PC’s fundraising consultant argued in 1985 that, in making the 

pitch for foundation support, the organization should stress that “the existence of the 

Health Research Group as a monitor and watchdog of the regulatory agencies has an 

impact on the agencies over and above any particular petition or testimony or finding that 

HRG might make.”95 And, indeed, in the political environment of the late-70s and early-

80s, Darvon, the DESI and OTC Review suits, the best selling publications, and virtually 

all HRG’s FDA-based advocacy became fronts in a larger P.R. war over the desirability 

of stringent pharmaceutical regulation—and discrediting PC itself became a strategy for 

advancing conservative reform.  But as the boundaries of HRG’s role as the shadow or 

conscience of the FDA sharpened in the 80s, they also became less fluid.  While HRG’s 

“impact” was greater than a given petition and saleable to foundations managers, it was 

also less expansive than some proponents of the elastic late 20th-century consumerist 

concept of “body rights” would have originally hoped.  
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The Subsumption of HRG’s Advocacy around Pharmaceuticals by the “Drug Lag” 
Debate  
 

The fact that some consumer groups allied with conservatives in the late-70s and 

80s in certain deregulatory projects—for instance, airline transportation—has contributed 

to a convergence of opinion between further-left and right-leaning historical and political 

analysts (who stand very far apart on the value of regulation itself) about the myopia of 

the consumer movement in pursuing “health and safety” or “new social” regulation.  For 

those on the left, consumerist complicity in “economic” deregulation indicates deep 

ideological consonances with conservatives, and for those on the right, such episodes 

represent fleeting, rational departures from a generally irrational and unsustainable 

ideological commitment to “big government.”  This bi-partisan analytical convergence, 

however, is also in large part a historical artifact of the period it contemplates, and its 

assumptions warrant questioning.  As political scientists Ardith Maney and Loree Bykerk 

argue, and as I have begun to suggest in this dissertation with specific reference to the 

FDC Act in ’38, ‘62, and afterwards, the characterization of the regulatory expansions of 

the 60s and 70s as “social” by contrast with “economic” reform in the New Deal period is 

a spurious one.96  That Nader himself at times invoked this analytical distinction, and that 

some consumer groups embraced certain forms of deregulation does not warrant 

scholars’ adopting this distinction in their own studies of late 20th-century consumer 

advocacy.   

Indeed, continuing to trace the history of HRG’s advocacy around 

pharmaceuticals through the 80s and afterward, with particular reference to implications 

of the Group’s efforts not amenable to exclusive characterization as “social” or 

“economic,” suggests that the conservative framework for regulatory debate that 
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prevailed in this period itself played a significant role in re-casting consumerist efforts.  

The “Reagan revolution” shaped not only the substance, objectives, and intent of 

consumer advocacy to some degree, but also its political and historical significance as 

discernible through received analytical constructs. It is, in part, because of policy debates 

structured by the idea of a “drug lag” (a delay in the introduction of new drugs to the 

American market as compared to the European market that the idea’s purveyors 

attributed to precisely such a regulatory “intrusion upon business”) that HRG’s advocacy 

around pharmaceuticals has taken on an aspect of narrow preoccupation with preventing 

fraud, accidents, and injuries of peculiar concern to middle-class, white Americans with 

access to health care.  These debates of the 80s have obscured the extent to which HRG 

developed in response to substantive developments within the social history of 

pharmaceuticals and out of a desire for a fundamental reorientation of American public 

health policy and practice.   

Even at the dawning of the “Nader network,” there were those on the left who saw 

consumer advocacy as insufficiently radical, and these critiques remain powerful and 

sound.  Retrospective leftist criticism of the consumer movement, however, has 

sometimes uncritically superimposed over these original arguments about consumerism’s 

betrayal of radical objectives others made in the “economic”-vs.-“social” terms that 

consumer advocates’ conservative opponents relied upon in the policy battles that 

followed. 

 
As Dan Carpenter and others before him have detailed, in the late-60s and 70s, 

“led by rebellious firms upset about their treatment by the FDA, American 

pharmaceutical companies and their conservative allies began a concerted attempt to 
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invert the Administration’s image, to display the uglier side of the agency and its new 

powers.”97  Carpenter argues that the concept of the “drug lag,” which was crucial to this 

effort, was “less a brute fact than a political construction… [T]he rhetoric of the ‘drug 

lag’ represented [patterns of slower development in the marketing of novel molecules in 

the U.S. relative to the past and relative to European nations] in a certain way, one that 

synthesized new metrics of evaluation and created a new political reality.”98  It was this 

“new political reality” that obtained during the 80s, shaping both the substance and 

reception of consumer advocacy around pharmaceuticals.   

In the late-60s, and early-70s, analysts of the pharmaceutical industry began to 

note that fewer new chemical entities had been approved for U.S. marketing annually 

after 1959.99  The industry attributed this, in part, to a leveling off of breakthroughs in 

drug development following the wave of innovation that WWII had brought, but also 

began to suggest that partial responsibility for the slow-down might be assigned to the 

’62 Amendments to the FDC Act.  Such analysts depicted the industry’s future as 

uncertain—particularly given the seeming inevitability of some form of national health 

insurance, which, by making the federal government the preeminent purchaser of 

medication, would hinder approval of “marginally superior products.”100  It was because 

of this uncertainty that Abbott Labs, for example, diversified into two product areas that 

very nearly spelled the company’s destruction in 1970:  the artificial sweetener cyclamate 

(the banning of which as a carcinogen by FDA Nader’s raiders had helped assure) and 

medical and diagnostic devices and supplies such as the I.V. fluid containers that 

prompted HRG’s first act of advocacy.101  The pharmaceutical industry and professional 

medicine were soon galvanized by Goddard’s forceful regulatory actions as 
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commissioner and his perceived receptivity to early consumerist meddling in the affairs 

of companies such as Abbott’s.  Dow Jones and Co. publication Barron’s called FDA’s 

interventions in 1966 “a clear and present danger to the nation’s health and welfare,” 

while the AMA and concerned physicians continued to present FDA vigilance as an 

encroachment on doctors’ prescribing prerogatives.102   

It was corporate galvanization that, in the 70s, amplified the argument that FDA’s 

stringency was adversely affecting pharmaceutical innovation.  The industry solicited this 

argument’s articulation by politically conservative academic economists (most 

influentially Sam Peltzman, pupil of George Stigler) and a minority of scientists 

(particularly Louis Lasagna, an eminent pharmacologist who had been a proponent of 

FDA’s codifying the efficacy requirement for drug-approval in early-60s but became 

increasingly closely allied with industry, and his colleague William Wardell), who coined 

the term “drug lag” in 1972.103  The American Enterprise Institute (AEI)—among the 

most powerful of a number of conservative think tanks that began benefiting from an 

enormous commitment of corporate resources to development of an 

intellectual/institutional infrastructure for free-market policy advocacy in the 70s—

supported and coordinated the work these two academic cohorts did in developing the 

“drug lag” discourse.104  

From the perspective of left-leaning critics of consumerist “ideology,” consumer 

advocates’ failure to stop the “drug lag” argument from gaining traction beginning in the 

late-70s raises the question of whether consumer advocates contributed unwittingly to 

creation of an environment hospitable to “drug lag” arguments.  It was during the Carter 

administration, for example, that a Republican congressman proposed legislation aimed 
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at repealing the efficacy requirement, even Edward Kennedy incorporated measures 

aimed at alleviating the “lag” in his omnibus drug regulation bills, and the FDA began 

paying additional attention to products perceived as subject to the “lag.”105  The big 

impact of the “drug lag” critique, one might argue in this view, was a function of HRG’s 

advocating too narrowly in the realm of “health and safety” rather than in the realm of 

“economics” (in the mold of the congressional reformers responsible for the ’62 

Amendments who ceded the issue of drug prices) and that this approach rendered their 

discrete regulatory gains vulnerable to sweeping macroeconomic critiques.  Viewing 

HRG’s emphasis of the safety and efficacy of drugs over drug prices in the 70s as a tacit 

agreement that the public’s health was inextricably bound up with the “health” of the 

pharmaceutical industry—the crux of the “drug lag” argument—that helped move the 

“lag” to the center of national debate over drug regulation, however, would be a mistake.  

This view overlooks how the content of much of the Group’s advocacy had not only 

primed HRG to counter the “lag” concept when it became influential, but had previously 

aimed, however unsuccessfully, to transcend the terms on which this debate ultimately 

took place.  

HRG never advocated that FDA should control all drug prices.  The Group had, 

however, not only vocally demanded national health insurance that would enable the 

federal government to negotiate prices on behalf of all Americans, they demanded FDA 

unabashedly shape the drug market as a whole, thereby bringing drugs’ market value 

more closely into line with their social utility and fulfilling what HRG saw as the intent 

of the efficacy requirement in drug approval.  HRG’s steady work to expand consumer 

access to government-held drug safety and efficacy data was, likewise, an assertion that 
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chemical entities—and the science used to qualify them as pharmaceuticals—had a 

public-health relevance that distinguished them from other privately-owned commodities 

that should be subject to strict government “trade secrets” protection.  Given that drugs’ 

“social utility” was an inherently socially- and politically-determined quality, HRG 

contended, FDA’s regulatory machinations should be maximally transparent, inclusive, 

and accommodating of public debate.  Though Nader and Greene may have asserted that 

“keeping an unsafe drug off the market” was, unlike price controls, a clear-cut example 

of necessary regulation, HRG—aware of the interrelationships between drugs’ safety, 

efficacy, social role, and monetary value—knew that establishing “rational therapeutics” 

was no apolitical exercise.106 

Carpenter sets up an opposition between the world of “American national 

politics” in the 60s and 70s, in which pharmaceutical concerns began their aggressive 

campaign to “invert the [FDA]’s image,” and the world of pharmaceutical regulation 

itself, in which “FDA critics…saw [their] battle being lost in the particulars.”  Carpenter 

sees that latter phenomenon as evidenced by the “steady and massive obeisance to [the 

agency’s] clinical experimentation guidelines, the widespread adoption (despite 

considerable protests) of package inserts, [and] the quiet removal of hundreds of formerly 

quick-selling therapies from the prescription and over-the-counter markets, often at the 

slightest hint of FDA investigation into their labeling or general effectiveness.”107  HRG, 

however, had never experienced the realms of politics and pharmaceutical regulation as 

distinct.  Therefore, for the Group, these regulatory achievements had none of the air of 

inevitability and steady, iterative growth alongside pharmacologic science that Carpenter 

attributes to them.  
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When the “drug lag” idea became more influential, HRG was still in the thick of 

asserting—in the FDA, Congress, and federal courts—that:  clinical experimentation 

continued to be fraught with conflicts of interest and not trustworthy; that unduly risky 

and/or relatively inefficacious products such as Darvon and clindamycin constituted 

public health threats; that hormones, oral antiglycemics, cholesterol drugs, and 

tranquilizers also posed threats and were altering definitions of disease in untoward ways; 

that FDA was sabotaging by way of its timidity its own chances of expanding its PPI 

program to more than a handful of drugs; and that the DESI and OTC Reviews were 

proceeding at inadequate paces because of industrial influence.  Although the arguments 

HRG was making in these many initiatives had aimed in various ways at fundamentally 

altering FDA’s orientation and the “role of pharmaceuticals in American life,” in the late-

70s and early-80s they began to function, effectively, as a counterweight to the “drug lag” 

argument.  The tactical innovations the Group had developed out of the frustration of its 

FDA- and congressionally-based reform efforts, namely federal citizen suits, tort 

clearinghouses, and producing mass-consumable books, all lent strength to HRG as an 

institutional player thereafter.108   

It was in this period that debate over pharmaceutical regulation became, in 

Carpenter’s words, more “predictable” in that “voices surfaced that would stably 

characterize and inform much of the debate,” namely the voices of “Sidney Wolfe, 

Morton Mintz, and Democratic congressional committee chairmen in one nexus, and 

William Wardell, Louis Lasagna [experts in pharmacology], and the Wall Street Journal 

editorial page in another… From the 1980s onward,” Carpenter writes, “there were few if 

any voices more powerful [than Wolfe’s] in public debates over drug safety.”109   
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Throughout the early- and mid-70s, HRG had eyed professional medicine’s and 

the pharmaceutical industry’s development of the “drug lag” argument. Beginning in 

1978, however, as the “lag” argument began gaining sway with policymakers, HRG 

directly assailed the concept as a “political construction” and took issue with the “new 

metrics of evaluation” used to substantiate it—namely, the number of “new chemical 

entities” (NCEs) or “new molecular entities” (NMEs) approved in the U.S. and the way 

in which these numbers compared with those of other Western nations.110  In its first 

explicit rebuttal to the “drug lag,” which Mintz amplified in the Washington Post, the 

Group drew on several documents.  Responding to a new National Science Foundation-

funded study by Lasagna and Wardell that Wolfe had been invited to review, an “Internal 

FDA Evaluation of Therapeutic Significance of New Drugs” that HRG had obtained by 

FOI request, and a client memo from pharmaceutical stock analyst company Smith 

Barney, HRG argued that only a small percentage of new drugs approved for U.S. 

marketing between 1975 and ’77 were therapeutically significant and that “slow-down in 

the number of new drugs marketed in the United States…is almost entirely due to a 

decrease in drugs of little or no therapeutic significance.”111  HRG concluded that the 

“the main focus of research and development [R&D] efforts of the drug industry is not on 

major advances in therapy for consumers.”112  

The Pharmaceutical Manufacturers Association (PMA) publicly disputed HRG’s 

analysis of new drugs’ therapeutic value, arguing that such analysis should be limited to 

drugs that were entirely new molecular entities.  HRG maintained that “if drug companies 

seek and obtain marketing approval for new drugs which are reformulations in new 

dosage form or new salts of old molecules,” that these drugs, too, should be subject to 
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analysis of therapeutic gain.113  HRG entered the “drug lag” fray directly at a moment 

when the concept’s proponents were shifting their emphasis from the national economic 

harm wrought by regulation to the harm to public health—the lost “medical value of… 

NCEs.”114  HRG took the position that “drug lag” proponents’ “analysis of the medical 

contributions of selected drugs…falls short… Although ‘innovative’ has a favorable 

connotation,” Wolfe wrote in his draft review of the NSF study, “it is not a normative 

term:  there are good and bad innovations.  What our society is—or at least should be—

interested in is not the effect of regulation on innovation but the effect on medical 

practice and health.”115 

HRG’s assessment echoed the FDA’s own attempts to counter the “drug lag” 

critique—most notably an article by Comm. Kennedy published in the Journal of the 

American Medical Association (JAMA) a few months earlier, and even more directly, 

internal FDA analysis of new drugs’ therapeutic value.116  As “drug lag” critic Wardell 

observed in his published reply to Kennedy’s article in JAMA, and as Carpenter outlines 

in his history, however, even as FDA officials denied the existence of the “lag,” they took 

internal measures, proposed legislative reforms, and made other public statements that 

seemed to acknowledge it by aiming to diminish it.117  HRG, on the other hand, amplified 

FDA’s plaints that drop-off in NCE approvals represented the reduction of 

therapeutically insignificant approvals and joined this contention to demands the Group 

had made early in its institutional life for measures aimed at reducing still further the 

number of unsafe or inefficacious drugs brought to market.  These measures went beyond 

what either FDA or Congress would seriously contemplate implementing at the time, 

namely mandating completion of all long-term animal studies before allowing 
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investigators to test new drugs on humans and making therapeutic superiority a requisite 

for new-drug approval.118  HRG also rejected provisions in the legislative proposals of 

the late-70s designed to accelerate approval of “breakthrough drugs,” arguing that FDA’s 

existing prioritization system for New Drug Applications (NDAs) was adequate.  The 

new proposals, Wolfe stated, were “based on the myth circulated by the drug industry, 

directly and indirectly, that thousands of Americans are dying each year because 

important therapeutic agents, which are available in certain other countries, are being 

withheld from the American public and that this is due to the Kefauver amendment in 

particular and the regulatory process in general.”119   

While HRG never departed from its position that the “drug lag” was a myth, 

however, this contention began functioning primarily in support of discrete efforts by the 

Group to force the FDA under Reagan to preserve existing regulatory operations rather 

than to advance HRG’s more ambitious efforts at securing further, “progressive” 

regulation.  While Comm. Kennedy had, at the close of the 70s, acknowledged that the 

agency did assess new drugs’ “social utility” and regulate both clinical research and 

clinical practice, in the 80s FDA regulation was marked by an increase in what another 

leading official had earlier called “sensitivity to medical benefit”—a quality, the same 

official maintained, that consumer advocates often mistook for “proindustry bias.”120  In 

this way, even as HRG began excelling as never before in the “P.R. war” over drug 

regulation, it faced a “new political reality” premised on assumptions regarding 

pharmacologic innovation and public health similar to those forged in the postwar period, 

which the Group had attempted to fundamentally alter during the 70s.  In this new 

conservative political reality, concern over drugs’ safety and efficacy appeared 
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excessive—the stuff of extraneous “social” regulation that adversely affected the drug 

industry’s well-being.  And “economic” deregulation appeared to be a form of public 

health promotion, in that an unburdened industry could make more drugs more affordable 

and be secure in financing innovation through research and development (R&D).   

  As the Reagan administration embraced “drug lag” rhetoric in 1980, HRG 

became the go-to group for counter-rhetoric.121  In May of that year, Wolfe and Benjamin 

Gordon submitted a report entitled “Comments on the Drug Lag” to Rep. Waxman, one 

of HRG’s chief congressional allies in the 80s.  The report stressed that because “overall 

safety is a ratio of benefit to risk, weakening standards for effectiveness by necessity 

weakens the standards for safety.”  The authors urged the congressman to reject any 

legislation with “breakthrough” provisions that the Group maintained would weaken the 

safety and efficacy requirements of the FDC Act and argued for consideration of relative 

efficacy and even drugs’ costs in new-product approval.122  The Group reproduced and 

elaborated on the points it made in this report throughout the early- to mid-80s, in trade 

journals, popular media outlets, and before regulatory bodies.123  In 1980, Rep. James H. 

Scheuer, a Democrat representing New York who had commissioned a GAO study on 

delays in drug approval in 1977 and held hearings on the “drug lag” in 1979, began 

publicizing the results of the study (titled “FDA Drug Approval—A Lengthy Process that 

Delays the Availability of Important New Drugs”).  HRG worked to counter the 

representative’s efforts directly, submitting a rebuttal (which went unpublished) to 

Scheuer’s May 1980 New York Times editorial “The F.D.A.:  Too Slow,” and urging 

Morton Mintz to challenge Scheuer’s claim that the FDA was “contributing to needless 
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suffering and death for thousands because it [was] denying them life-saving and life-

enhancing drugs that are available abroad.”124   

After Reagan’s election, the new president announced his commitment to 

eliminating the efficacy requirement for drug approval.  Scheuer expressed to the 

President his interest in collaborating with HHS, Office of Management and Budget 

(OMB), and the new vice president’s “regulatory review” panel toward that end and 

established a Commission on the Federal Drug Approval Process co-sponsored by Rep. 

Al Gore.  Reagan’s appointed FDA commissioner, Arthur Hull Hayes, established his 

own FDA/HHS Task Force for the Review and Improvement of the drug Approval 

Process.125  Following this string of events, HRG became more intensely and explicitly 

involved in countering the “drug lag.”  William Schultz of PCLG began serving as a 

member of the Scheuer-Gore Committee in summer of 1981.  (Louis Lasagna also served 

on this Committee, which was chaired by F. Gilbert McMahon, whose consideration for 

the post of FDA commissioner HRG had strongly decried months before.)  Wolfe 

appeared as an invited speaker before the Task Force on Drug Approval in November.126  

That month, Wolfe related the remarks he had made before the Task Force to HRG at a 

staff meeting, the minutes of which are almost entirely concerned with the “drug lag.”  

The minutes of this meeting suggested that the changed political environment was not 

profoundly altering the Group’s slate of activities so much as what those activities 

meant—for HRG as an organization and for how the Group figured in national policy 

debate and related to the FDA.127   

Much of the discussion at the meeting of FDA Comm. Hayes’s Task Force that 

Wolfe attended had revolved around an editorial that the Wall Street Journal (WSJ) had 
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published on November 2nd, entitled “100,000 Killed,” which indicted FDA for the length 

of time it had taken to approve the beta-blocking drug propranolol for angina and high 

blood pressure.128  The editorial followed publication of the results of a National Heart, 

Lung, and Blood Institute (NHLBI) study that had shown the drug to be effective in 

secondary heart-attack prevention.  The study was the first anywhere to test propranolol 

for this use, but Wardell maintained that earlier positive British studies of two other beta-

blockers (rejected for approval in the U.S. as carcinogens) for this purpose suggested that 

FDA should already have listed secondary heart-attack prevention as an indication on 

available beta-blockers.129   Throughout the 70s, Wardell and Lasagna had pointed to 

FDA delay in approving beta-blockers for alternate uses as, in Carpenter’s words, “the 

cardinal sin of the drug lag,” with Wardell testifying before Scheuer’s hearings in ’79 that 

the delay in approval of one such drug had caused 10,000 deaths annually for three 

years.130  

As Daemmrich documents, propranolol had been approved for use in arrhythmias 

in 1967, but the manufacturers’ efforts to secure approval for the indications of angina 

and hypertension in the early- to mid-70s—“in a period when FDA officials were seeking 

to instill norms of placebo use, double-blinding, and statistical analysis of results among 

physicians testing experimental drugs”—met with exacting scrutiny from FDA’s Cardio-

renal Division.131  The medical officers identified numerous shortcomings in 

investigational studies’ design, execution, and analysis, raised some safety concerns, and 

also questioned the wisdom of treating angina—“a symptom complex of variable 

etiologies”—without a clear understanding of its cause.132  The medical officers’ critique 

guided the manufacturer in detail as it went on to test propranolol for the additional 
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indications, and FDA ultimately approved the drug for use in angina in 1972, 

hypertension in 1976, and migraines in 1979.  But the agency’s handling of this drug—

which had been approved for the alternate indications earlier in the U.K.—and other beta-

blockers, including the two that had been rejected for approval based on carcinogenicity, 

became a lightning rod for corporate and physician critique of FDA.  The perception that 

the Cardio-renal Division was implementing a “moratorium” on cardiac drugs in the late-

60s and early-70s contributed to FDA management’s decision to transfer Nestor  and the 

other medical officers who established a close connection with HRG and became Sen. 

Kennedy’s star witnesses at the hearings of 1974.133   

“Drug lag” proponents presented the NHLBI results of 1981 as a vindication of 

their long-time position, taking the opportunity to reprise and amplify the beta-blocker 

argument, most notably in the WSJ editorial and a follow-up column by Milton Friedman 

in Newsweek.134  When the WSJ editorial came out, an executive who had been vice 

president of the Pharmaceutical Manufacturers Association (PMA) during the trade 

association’s face-off against the FDA “dissidents” and Wolfe in’74 sent the piece to 

Wolfe.  The accompanying note acknolwedged that if industry itself had delayed seeking 

approval for the secondary heart attack indication for propranolol that the article was 

“unfair to the FDA,” but reminded Wolfe with relish that “it was this drug which 

provided the main issue” when the “conscientious objectors” had made “their well-

publicized accusations that the top brass of the agency, having gone ‘soft’ on the 

industry, had overruled their negative advice on the hypertension [sic - angina pectoris] 

indication for propranolol.”135  Wolfe, though, believed that the FDA had been right in 

denying approval for beta-blockers found to be carcinogenic in animals and that the 
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adding of indications for beta-blockers during the 15 years following propranolol’s 

availability on the U.S. market had taken place at a rational speed—the same position 

taken by Arthur Hull Hayes in strong retorts sent to the WSJ and Friedman.136  In his 

view, FDA’s increasing vulnerability to the “drug lag” charge was itself a function of the 

agency’s “softness” on industry, its willingness to take the blame for drug companies’ 

own failures of imagination and initiative. 

Carpenter maintains that FDA’s acquisition of “reputation and power” was 

successful precisely because it was ambiguous.  He argues that the agency asserted its 

growing authority in the 50s, 60s, and 70s primarily passively, rather than actively, and 

that the understated manner in which FDA’s power accrued ensured that even when 

aspects of the FDA’s regulation came to be seen as encroaching on internal corporate 

decisionmaking and imposing excessive costs on companies, what significant authority 

the agency did have over industry would not be easily threatened, even by profound 

macroeconomic and political shifts in the mid-70s to early-80s.137  For HRG, on the other 

hand, the ambiguity in the FDA’s mission—its dual commitment to promoting both the 

“health” of the drug industry as a whole and the healthiness of its products—represented 

a fundamental conflict of interest that had potential to utterly unravel the agency from 

within.  Yet as the “P.R. war” over not only individual drugs but drug regulation itself 

intensified in the late-70s, while Wolfe continued to see shaping FDA’s true identity as 

one of the Group’s fundamental concerns, he also increasingly saw FDA’s neglect of its 

public image as an acute crisis and the Group’s own efforts as functioning to burnish the 

agency’s embattled reputation.  In his speech to the FDA’s Task Force meeting that had 

centered on the WSJ editorial, Wolfe (in the paraphrasing of an HRG staff member)  
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noted that there is a vacuum of information to the public from our (the 
FDA) side.  He suggested FDA do a better job of press relations each time 
an issue came up regarding alleged ‘drug lag’ causing harm to someone. 
For instance the drug Depocine, an epilepsy drug, killed 30-40 children 
and didn’t work well. It is hardly a breakthrough. FDA should get these 
facts out quickly to the press so that these matters become common 
knowledge and editorials like the WSJ one would not be written or 
believed.138   

 
 
 HRG did not believe that the public opposed strict “health and safety” regulation. 

Wolfe noted at the November meeting that “according to a Burns Roper Poll 2 days ago, 

public is 2X more inclined to think FDA regulates not enuf [sic] rather than too much.139  

To the extent that consumers did join policymakers in perceiving regulation as 

overreaching, HRG did not attribute these perceptions to what David Vogel has called 

“regulatory backlash”—stemming from some regulations’ being “exceptionally 

intrusive” from consumers’ perspective and antagonizing business at a moment of 

imperiled national prosperity—but rather to government’s failure to communicate the 

importance of its intervention to the public in the face of intensive corporate P.R.140  

Even in the case of regulation of the food additive saccharin, which Vogel and others cite 

as among the relatively few cases in which “consumers [have] oppose[d] consumer 

protection,” Wolfe and Schultz take a different view.   

 They characterize the public outcry that caused Congress to pass legislation in 

1977 preventing the agency from banning the substance (as it had proposed to do) as 

preeminently the result of the P.R. firm Hill & Knowlton’s manipulation of public and 

medical opinion on behalf of the industry-sponsored Calorie Control Council and FDA’s 

own deep ambivalence about the Delaney Clause, rather than expressive of an irreducible 

consumer desire for products containing saccharin.141 HRG saw a ban on saccharin, like 
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the ban it had secured on Red Dye #2, as an appropriately precautionary measure 

because, in Schultz’s words, such additives are “not necessary…[s]o if there's even a 

small risk that they cause cancer then they ought to be eliminated.”142   

Banning carcinogenic food additives was only one manifestation of the broader 

efforts to “prevent cancer by identifying carcinogenic chemicals and limiting human 

exposure to them” that HRG believed multiple federal agencies should have been 

carrying out.143  In its initial press release of March 9, 1977 regarding its proposed action 

on saccharin, FDA, in HRG’s view, neither made this objective clear, nor countered the 

arguments – which the Group and FDA both considered weak – made by the Calorie 

Control Council and some within the academic medical community that saccharin had 

substantial health benefits, particularly for obese and diabetic patients.144  The press 

release, HRG alleged—and FDA’s chief counsel at the time, Richard Merrill, 

acknowledged in retrospective analysis—amounted to an invitation by FDA to Congress 

to intervene to maintain saccharin’s availability.145   When Carter’s appointed FDA 

commissioner took over a month after the initial press release, he “took up the saccharin 

issue with apparent enthusiasm and attempted to justify the decision as necessary to 

protect the public health,” Merrill recalled, but with the original press release the food 

additive had already “become a political issue.”146   

Although HRG publicly sought to douse what it saw as the industry-fanned 

perception during the saccharin controversy that “everything,” in high enough doses, 

causes cancer, the Group also began to de-emphasize the broader epidemiological 

framework within which it targeted carcinogens in its advocacy.  HRG and PCLG 

continued throughout the 80s to demand the banning of other food additives found to be 
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carcinogenic in animals, urge OSHA to protect workers more zealously from workplace 

carcinogens, demand that FTC force tobacco manufacturers to communicate the cancer 

risk associated with smokeless tobacco, and urge FDA to inform patients and doctors of 

cancer risks associated with certain pharmaceuticals and compel researchers to complete 

long-term toxicity and carcinogenicity testing on animals before testing on humans.  The 

Group, however, pursued these objectives as discrete initiatives and seldom made the 

case publicly (as it had frequently in the mid-70s) that such measures represented steps 

toward a necessary, broader reorientation of U.S. cancer policy from treatment to 

prevention that should be the joint objective of labor, environmental, and consumer 

groups.  Likewise, if the full slate of HRG’s advocacy around pharmaceuticals in the 

early-80s accrued toward any broader end, it was to counterbalance the “drug lag” and 

other arguments for softening regulation by highlighting both FDA’s indispensable 

accomplishments and how deregulation threatened them, rather than to demand that the 

agency “rationalize therapeutics” more aggressively, for instance through a more 

stringent drug approval process or a national formulary.   

At the November ’81 HRG meeting focused on the “drug lag,” in reference to 

Wolfe’s complaint that FDA did not publicize its own accomplishments in keeping 

unsafe investigational drugs off the market, a PC attorney suggested, “Maybe we need a 

book on experimental drugs called Pills that Won’t Work?”147  Though likely a joke, as 

safety and efficacy data were extraordinarily difficult to obtain prior to a drug’s receiving 

marketing approval, this suggestion indicates the function that HRG viewed its own 

publications and initiatives as serving in the early 80s. Given the political environment 

and pressure that industry was exerting on FDA to approve new drugs, HRG found that 
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its own fruitful efforts to pressure the agency to remove from the market unsafe or 

inefficacious drugs—Phenformin, Darvon, Pills that Don’t Work, the DESI and OTC 

suits—and the growing media attention and public cachet that attended these efforts not 

only precipitated and supplemented FDA action, but justified and reinforced it.  In this 

view, the Group had become a sort of essential, independent institutional counter-force, 

which possessed an agility that FDA lacked. 

 
 
High-profile Drug Removals, Warning Labels, and “Staying Healthy in the Age of 
Reagan”:  HRG as Antidote148   
 

HRG had met with every FDA commissioner since the Group’s founding and 

testified tens of times before agency and congressional bodies, and the Carter 

administration had appointed Wolfe to a DES Task Force.  Schultz’s positions on the 

Scheuer-Gore Committee and monitoring DESI, however, indicated the new magnitude 

of inclusion in FDA oversight that HRG attained during the early-80s.  But just as 

Schultz’s participation in DESI’s management was the product of HRG’s legal action 

against the agency, so were HRG’s ongoing petitions, actions in federal courts, 

testimonies before FDA bodies, media appearances, and its best selling publications the 

true sources of the Group’s potency in debate over the drug-approval process in the early-

80s.  Most directly relevant were HRG’s continuing efforts to publicize and/or precipitate 

restriction or withdrawal of drugs it viewed as dangerous from the market.  The Group 

began to frame these efforts, in the early-80s, with reference to proposed alterations to 

both drug-approval and post-marketing surveillance.  

FDA’s “powers and resources in new drug review,” as Carpenter points out, 

“however inadequate[] they are perceived [to be] by some critics, appear cosmic when 
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contrasted with the tools available for post-market regulation.”149   Given this 

longstanding relative weakness of FDA’s post-market surveillance (the vast majority of 

the adverse drug reaction reports that the agency receives come from manufacturers) and 

regulatory powers, the agency’s critics during the 70s, including HRG and Sen. Kennedy, 

advocated strengthening the agency’s post-market abilities.  They supported, in 

particular, making it procedurally easier for FDA to remove products from the market 

and allowing the agency to compel drug companies to conduct follow-up studies on 

approved drugs.150  In the early-80s, the FDA and Congress placed post-marketing 

surveillance within the framework of the “drug lag,” suggesting improved post-market 

regulation might facilitate reduction of pre-market stringency—a rationale that HRG 

thoroughly rejected, even as the Group continued to advocate increasing post-market 

surveillance.151  By drawing attention to new-to-market drugs HRG thought unsafe, the 

Group combated efforts to speed up drug approval and sought to disaggregate from them 

what the Group saw as a worthy interest in ramping up FDA’s post-market drug control.  

 FDA has historically relied upon re-labeling drugs when they present previously 

unknown or ill-understood effects after marketing and been reluctant to withdraw its 

approval once granted.152  “The event of a safety-based drug withdrawal,” as Carpenter 

points out, was and continues to be relatively rare, and “almost always occasions a 

probing inquiry of the drug’s pre-market review.”153  A number of such withdrawals and 

high-profile re-labelings in the early 80s had a profound impact on efforts to address the 

“drug lag.”  As an FDA employee who ultimately became an associate commissioner for 

the agency recalled of the early years of his tenure at the agency, which began in 1979, 

“there was an almost annual drug review initiative to speed up drug approval.  There was 
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a fast-track effort…but when Arthur Hayes was there, three high-profile drugs were 

recalled. They had been fast-tracked—Oraflex, Zomax and Selacryn… So the concept of 

fast-tracking was basically undermined.”154  HRG became actively involved in advocacy 

around each of these drugs—before or after their market withdrawal—as well as 

numerous others, contemporaneously.  By the mid-80s, industry analysts cited such 

withdrawals, as well as court-mandated FDA allocation of resources and attention to the 

DESI and OTC Review, as the chief obstacles to fast-tracked new-drug review.155   

One of the Group’s first actions in the 80s that functioned to help shore up 

stringency in drug approval was that which followed the removal of the hypertension 

treatment Selacryn nine months after its 1979 approval because of its tendency to cause 

liver damage.156  By January 1980, when SmithKline withdrew the drug at FDA’s 

insistence, the agency had received reports of 52 cases of liver damage suspected to have 

been caused by Selacryn, and the manufacturer had received 486 such reports, at least 34 

of which had been fatal.157  Following the removal, HRG immediately obtained through 

FOI request the FDA’s adverse reaction reports and determined that there was a strong 

likelihood that the manufacturer had withheld reports of liver damage for more than the 

fifteen days within which companies were mandated to present such reports to FDA.158  

HRG wrote Comm. Jere Goyan (in the post from October 1979 until Reagan’s election), 

urging FDA to refer the case to the Justice Department to prosecute SmithKline for its 

“failure to promptly report unexpected adverse reactions.”159   

FDA did turn the case over to federal prosecutors, who began a criminal 

investigation of the company—the first conducted regarding the withholding of adverse 

event reports—and ultimately brought suit against SmithKline and four of its executives 
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in 1984.160  In the interim, HRG also established a clearinghouse to assist plaintiffs’ 

attorneys considering suits on behalf of patients possibly harmed by Selacryn.161  

Proponents of the “drug lag” (and even some of those who sought to exculpate FDA from 

the charge of excessive regulation) pointed to the threat of such lawsuits as an additional 

burden on drug industry threatening innovation.  HRG believed, however, that they were 

appropriate in the case of Selacryn in that they generated—like the government’s 

prosecution of the company—an incentive for drug companies to faithfully report adverse 

events to FDA in the future.  As Carpenter explains, while “physicians often fear tort 

liability if they do report [adverse reactions] aggressively, a firm invites serious liability 

issues if reporting is negligent.”162   

In these ways, HRG sought to make a new kind of example of Selacryn, arguing 

that the drug “provide[d] an apt illustration of the dangers inherent in the trend in current 

drug management:  insufficient pre-marketing testing, speedy approval by the FDA, 

inadequate post-marketing surveillance, and delays by the manufacturer in disseminating 

lifesaving information.”163  In February 1980, Wolfe also testified about Selacryn in 

hearings in that Rep. John Conyers’s Subcommittee on Crime of the House Judiciary 

Committee held on a measure the chairman had co-sponsored that would have established 

criminal penalties for corporate officials who deliberately concealed product or 

manufacturing process hazards from their employees or consumers.  In doing so, Wolfe 

tied SmithKline’s egregious action to PC’s larger effort—represented by Big Business 

Day two months later—to forge an alliance between workers and consumers in pursuit of 

a “progressive” agenda.164  But the repercussions of Selacryn and HRG’s subsequent 
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advocacy about drug products remained confined, primarily, to the realm of 

pharmaceutical regulation. 

HRG conducted much of its pharmaceutical-centered advocacy in the early- and 

mid-80s around members of the non-steroidal anti-inflammatory (NSAID) class of drugs, 

and these drugs thus figured prominently in the Group’s allegations that Reagan’s FDA 

was being “undermined” rather than “streamlined.”  Directly raising concerns about some 

NSAIDs in the press, FDA, and Congress, and reinforcing FDA’s actions against others, 

HRG’s efforts around these drugs effectively worked against the claim that regulation 

was hindering introduction of innovative new drugs.  “…[W]hether it’s antibiotics, or 

tranquilizers, or sleeping pills or arthritis drugs,” Wolfe stated at the close of the decade, 

“we do not really see any examples of new drugs coming into a field…causing a 

reduction in price because of Adam Smith, competition, free enterprise and so forth… 

The only way these companies can sell these drugs is to make it appear as though, with 

the help of Madison Avenue, there is some unique aspect of this drug.”165  Moreover, 

HRG argued, in the case of several NSAIDs, drugs less-novel-than-purported reached the 

market that should never have done so due to their safety profile.  Perhaps the most 

influential case HRG made along these lines was that against the NSAID Oraflex 

(benoxaprofen).   

A month after the drug received approval for sale in the U.S. in 1982, the Group 

demanded that it be banned as a “imminent hazard” because of reports of fatal adverse 

drug reactions.166  When Lilly, Oraflex’s manufacturer, first applied for approval for the 

drug in the U.S. and U.K. in 1979, the FDA had initially rejected the request based on 

concerns about possible carcinogenicity, while the U.K. approved the drug.167  In April of 
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1982, though, satisfied that carcinogenicity testing of Oraflex was “sufficient to rule out a 

major risk,” and that the drug’s benefits outweighed other known side effects, namely 

sensitivity to light and fingernail separation, FDA approved the drug on the advice of an 

advisory committee.168  HRG attributed the earlier decision to reject the drug to a “more 

cautious FDA,” and the approval to a newly politically-pressured agency, writing to 

Reagan’s HHS Secretary Richard Schweiker:  “Now FDA, pushed by your office and by 

the drug industry, has ‘speeded up’ the drug approval process.”169  Pointing out that Lilly 

launched a massive promotional campaign for Oraflex, and 64,000 prescriptions for the 

drug had been filled in its first three weeks of marketing, Wolfe charged that “the victims 

of this speed-up are, in this case, hundreds of thousands of older Americans with arthritis 

who will get this drug in the near future—many of whom will die or suffer serious 

injuries—unless this drug is immediately banned.”170   

In July 1982, Lilly issued a warning that elderly patients should only receive one-

half or two-thirds doses of the drug due to liver and kidney effects.171  A month later, 

HRG wrote HHS again, re-asserting its demand that Oraflex be banned, based now on 

additional evidence that the Group had obtained through FOI and directly from a 

physician whose patient seemed to have died from an adverse reaction to the drug.  HRG 

cited additional deaths in the U.K. from liver or kidney damage and gastrointestinal (GI) 

hemmorhage (asserting that the total number of deaths amounted to more than all of those 

attributable to arthritis drugs in any two-year period in the U.S.), thousands of adverse 

reactions reported in the U.K., and the current issue of the Medical Letter, which 

reinforced HRG’s claim that Oraflex was no “better than aspirin for treating arthritis.”172  

The Group also expressed its intent to file suit in federal court against HHS if FDA did 
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not act against Oraflex within a week, and that night Wolfe went on the McNeil-Lehrer 

Report to air his concerns.173  When the Lilly representative who appeared opposite 

Wolfe on the program suggested that Oraflex targeted in a new way a basic mechanism 

of inflammation, that its photosensitivity side effect was preventable, and that the drug 

had not yet been “clearly identified…as a causal agent of death,” Wolfe disagreed, 

calling the last claim “a reckless, irresponsible kind of statement that will surely go 

against [the company] when an increasing number of lawsuits are brought against 

them.”174  Later that year, HRG started a clearinghouse to support just such private tort 

suits.175   

One week after its second letter to HHS, PCLG filed its own suit under the 

Administrative Procedure Act on behalf of HRG, the American Public Health 

Association (APHA), and the National Council of Senior Citizens (NCSC) against the 

federal government to have the substance banned as an “imminent hazard,” and the 

following day Rep. L.H. Fountain’s subcommittee—staffed by former HRG member Dan 

Sigelman—held hearings about the drug approval process that focused on Oraflex.176  

Here, at one of the final hearings Fountain would chair before departing from Congress, 

the representative claimed he would take no position on the “drug lag.”   He expressed, 

however, his conviction that the FDA “was created for the sole purpose in the drug area, 

of regulating the investigational use of new drugs and the process by which new drugs 

are approved for marketing,” and identified as “a misconception” the belief held  “in 

some quarters that FDA has been given the responsibility for assisting sponsors in the 

introduction of new drugs” not limited to “exercising efficiency and fairness in the course 

of carefully evaluating the safety and effectiveness of new drugs.”177  On the second day 
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of the hearings, the U.K. halted sales of Oraflex, and the next day FDA held a meeting 

with Lilly executives.178  With FDA emphasizing publicly that most of the side effects 

associated with the drug were shared by other NSAIDs including aspirin but also 

insisting that the agency needed time to review the new British and American adverse 

event data, and with Lilly stating that “in this environment rational decisions regarding 

the use of the drug are not possible,” the company agreed to suspend sales of the drug 

worldwide.179   

In the weeks after the withdrawal, however, FDA admonished Lilly for Oraflex 

advertising, charging that the company’s promotional material for the drug “falsely 

suggest[ed] a beneficial effect of Oraflex on the ‘cellular aspects’” of arthritis, and HRG 

cited the NSAID in an energized offensive against the “drug lag” and proposals for 

deregulation.180  The Group pressed FDA to pursue questions that had been raised during 

Fountain’s hearings about whether Lilly had delayed communicating new information 

about Oraflex-related fatalities in the U.K. to U.S. authorities when FDA was in the midst 

of weighing the drug’s approval.  HRG also joined its sharp criticism of FDA’s decision 

to approve Oraflex to allegations the Group had begun to make early in 1982 that the 

agency, under Reagan, had radically decreased its law enforcement activities—seizures, 

complaints for injunctions, prosecutions, and recalls.181   

In September 1982, Wolfe appeared opposite Comm. Hayes on Good Morning 

America, during which appearance the commissioner fielded the question:  “is this the 

time, Dr. Hayes—given the Oraflex problems in England and the reports, is this the time 

for you to decrease the amount of time that we take to approve drugs here in this 

country?”182  Hayes answered generally that drug review could be made more efficient, 
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while Wolfe ticked off HRG’s own longstanding wish-list for drug review.  Wolfe cited 

Oraflex as evidence that FDA needed greater resources, and that “control over the testing 

of drugs should be removed [from industry], or at least lessened.”  Oraflex also indicated, 

he argued, that FDA should give greater deference to evidence of adverse drug effects in 

animals, increase law enforcement such as stopping false drug ads, and provide “much 

more public access to safety and effectiveness data.”183   

Although the prospects for the more radical reforms on Wolfe’s list were fading 

by the early 80s, the weight accorded to HRG’s views by this and other media outlets 

functioned to anchor existing regulation.  Just before the segment’s end, Hayes concurred 

that adequate resources were essential to assure the quality of FDA staff and advisory 

committee members, and—when posed the parting question of whether Wolfe was “a 

positive influence” on FDA—answered that he thought so.  As Hayes’s tenure at the 

agency continued, Wolfe, on the other hand, increasingly portrayed FDA’s appointed 

leadership as a blight on the organization.  In late-1982, HRG drafted a proposal for 

congressional hearings to investigate the extent to which the “drug lag” had compromised 

FDA’s compliance “with the directions of Congress.”  The Group attempted to conduct a 

survey of medical officers—much as it had in 1972 in light of the Nestor demotion, to 

determine “how industry pressures affect the medical officer on a daily basis”—regarding 

their opinions on the FDA’s own proposed revisions to the drug approval process.  The 

Group publicized the results, arguing based on the 23 responses HRG received (out of 55 

questionnaires) that the officers opposed, in particular, provisions that would increase 

reviewers’ reliance on foreign drug data and allow companies to summarize drug data for 

NDAs.184  Hayes countered that he had received positive responses from staff about 
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considered reforms, but that he “[did]n’t do things [at FDA] by majority or plurality or 

unanimous consent.”185   

By the time Hayes departed as commissioner of FDA in July 1983, however, the 

agency had asked for a federal grand jury investigation of the Oraflex matter, which 

ultimately resulted in Lilly’s pleading guilty to mislabeling and withholding information 

from FDA.  Another NSAID, Zomax (zomepirac), had also been withdrawn from the 

market, and Rep. Ted Weiss—by then chair of the House subcommittee that had been 

Fountain’s and on his way to becoming what Mintz called the “leading Congressional 

overseer” of the FDA—had held hearing’s on that drug’s regulation and the adequacy of 

postmarketing surveillance generally and begun taking an ongoing, skeptical interest in 

regulation of the NSAID class.186  In March of 1983, McNeil Pharmaceuticals, a Johnson 

& Johnson (J&J) subsidiary, having recognized an increase in instances of severe allergic 

reactions in its postmarketing surveillance for Zomax—which had been prescribed 15 

million times since its approval in 1980—began brokering re-labeling of the drug with 

FDA and removed it from the market.  At the time of the withdrawal, FDA stressed that 

the arrangement was meant to be temporary and that anaphylaxis was not unique to 

Zomax and appeared to be rare with the drug, and praised McNeil’s conduct with respect 

to product safety.  Weiss’s subcommittee, however—with former PC attorney Sigelman 

now serving as counsel—held hearings the following month at which Hayes and FDA 

representatives said that they suspected that the apparent risk from the drug was “real” 

and “related to the drug itself.”187   

Hayes expressed particular concern about the drug’s use for the indication of 

intermittent pain for which it had primarily been prescribed, because anaphylactic 
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reactions seemed to happen more often when the drug was taken only intermittently.  He 

explained FDA would only allow require the manufacturer to reintroduce the drug under 

certain conditions, if the agency were persuaded anew “that there is a population of 

patients in whom the risks of its use would be outweighed by its benefits, when used 

according to the approved labeling.”188  FDA suggested at the hearing that one scenario 

in which the agency would consider allowing remarketing of the drug would be if studies 

were conducted of the drug’s use “in patients with chronic pain, where narcotics are 

necessary, to determine whether zomepirac in chronic use would substitute satisfactorily 

for narcotics.”  To consider this alternative indication, however, Hayes stated, FDA 

would also have to revisit evidence in chronic toxicity tests that Zomax was 

tumorigenic.189   

In August, FDA asked its advisory committee to consider whether McNeil should 

be allowed to reintroduce Zomax for chronic rather than intermittent pain, and the 

committee agreed that it should, on the condition that the company would conduct studies 

to prove benefit for these chronic pain patients.190   But FDA did not act on the 

committee’s recommendation, and in a follow-up report in December, Weiss’s 

subcommittee indicted FDA for approving the drug in the first place and for framing the 

question to its advisory committee as it did (asking it to consider reintroducing the drug 

for chronic pain before evidence supporting that indication had been amassed).191  

McNeil never re-marketed the drug. 

As these events around Zomax unfolded, HRG started a clearinghouse for tort 

suits related to the drug.192  By 1985, hundreds of lawsuits had been brought against 

McNeil.  In 1988 the Washington Post, drawing on “internal McNeil records made 
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available by sources, and from interviews with present and former McNeil employees, 

lawyers who have sued McNeil and officials at McNeil and [J&K],” revealed that the 

company had systematically used gag-orders to “keep out of the courtroom… documents 

and testimony that might have provoked a public debate about whether McNeil withheld 

information from the medical community about the risks of Zomax.”193  PCLG had begun 

challenging precisely this practice of settling cases and sealing discovery and depositions, 

generally, in court.194  The Post reported that McNeil had known prior to marketing 

Zomax that there were indications from pre-market testing that the drug might cause 

anaphylactic reactions in some patients, and when such reactions began to appear in 

postmarketing surveillance (in small numbers given the millions taking the drug), the 

company at first urged its detailmen not to discuss the cases unless asked.195  The 

company ultimately sent a warning letter to 200,000 physicians and re-labeled the drug to 

indicate the risk of severe reactions, but also simultaneously launched a “high-pressure 

sales campaign.”  An internal critique written by McNeil’s head of regulatory affairs in 

1984 suggested the company should have included anaphylactic reactions in labeling 

from the beginning, misclassified some cases as “allergic” rather than “anaphylactic” in 

mandatory reporting to FDA when cases began to arise, and should have acted sooner to 

alert doctors.196   

Weiss’s subcommittee re-opened its investigation of Zomax regulation after the 

publication of the Post story, shifting attention to McNeil’s behavior from FDA’s.197  

FDA itself, which by that time attributed 14 deaths and 403 anaphylactic reactions to 

Zomax, suggested that McNeil’s reporting about the drug may not have been adequate.198  

Referring to internal McNeil deliberations—detailed in the Post article—that preceded 
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Zomax’s re-labeling and ultimate withdrawal, a leading FDA official stated critically, “If 

they are really worried enough to start to convene discussions about whether a drug 

should exist or not, in an ideal world we really would like to be privy to those 

discussions.  And if we haven’t gotten as alarmed as they are, then they ought to get us 

alarmed.”199   By the mid-80s, though, FDA’s trepidation about NSAIDs extended 

beyond Oraflex and Zomax to the class as a whole, and the average time it took FDA to 

review applications for new NSAIDs lengthened appreciably, from 27 months between 

1963 and 1985 to 53 months between 1984 to 1991.200   

This was, in part, due to the process by which FDA had prioritized NDAs for 

many years.  Although the agency would never make therapeutic superiority a 

requirement for drug-approval as per HRG’s petition in the early-70s, it did consider the 

number and quality of existing drugs for a given condition in its prioritization of 

reviews—a practice the agency formalized in the mid- to late-70s.201  But multiple new 

NSAIDs did receive approval in the early-80s, and concerns raised shortly thereafter 

about Oraflex, Zomax, and several other drugs in this class—some new (Feldene, or 

piroxicam and Suprol, or suprofen) and a few that had long been marketed (Butazolidin, 

or phenylbutazone, Tandearil, or oxyphenbutazone, and aspirin)—contributed to the 

increased scrutiny and caution mid-decade.   

Butazolidin was the first NSAID developed after aspirin (which came into clinical 

use in 1899), receiving approval for marketing in the 50s.202  The medical community 

recognized the drug’s potential to cause severe side effects—in particular, bone marrow 

suppression—alongside its efficacy in treating inflammatory conditions early on.  Harold 

Aaron’s section of Consumer Reports, for instance, described Butazolidin in 1955 as 
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“similar to aspirin” but with “stronger action,” and warned that “severe toxic reactions 

ha[d] occasionally occurred” with the drug.203  In the first years of the 80s, a Swedish 

pediatrician, Olle Hansson, who had played a leading role in Health Action 

International’s (HAI) founding effort to see Ciba-Geigy’s drug clioquinol banned or 

restricted worldwide, turned his critical attention to other drugs the same company 

produced, including Butazolidin and Tandearil, a closely-related drug composed of 

phenylbutazone’s metabolite, oxyphenbutazone (approved for sale in the U.S. in 1961).204  

 In the early-80s, as the international consumer movement’s advocacy around 

pharmaceuticals was intensifying, Wolfe was in regular contact with new advocacy 

groups’ leadership regarding HRG’s collaborative work with the International 

Organization of Consumers Unions (IOCU) to stop the Reagan administration from 

lifting the federal ban on exportation of unapproved drugs.205  Shortly after Norway 

banned phenylbutazone and oxyphenbutazone in December 1983, because of the drugs’ 

ability to cause blood dyscrasias, GI bleeding, and liver and kidney toxicity, Hansson sent 

Wolfe internal memoranda of Ciba-Geigy’s dated from early 1983 that disclosed that the 

company was aware of 1,182 deaths associated with the two drugs and that the safety 

profile of the drugs was inferior to those of other NSAIDs.206  Wolfe, who had heard 

from FDA officials in mid-1982 that the agency was aware of only 311 deaths associated 

with the drugs, immediately petitioned that FDA ban the drug as an “imminent hazard”—

the fourth such petition HRG had filed in five years.207   

As grounds for a ban, Wolfe cited in his petition Ciba-Geigy’s own statement in 

an internal memo that “the number of single case reports of major serious, u.e. [unwanted 

events]… published on BUTAZOLIDIN and TANDEARIL are higher than those for 



 

 

455 

other drugs” and that there were “many ‘newer’ equally effective [NSAIDs] now 

available on the market with comparatively less toxicity.”208  Reagan’s HHS Secretary, 

Margaret Heckler, agreed to review the risks and benefits of the drugs, and HRG testified 

at hearings FDA held on the matter at the end of January.209  In March, HRG wrote to 

FDA again.  The Group emphasized that Israel, Sweden, and the U.K. had all banned the 

drugs and suggested that even if banned in the U.S. the drugs could be made available as 

an investigational new drug (IND) for the “one disease for which the use of Butazolidin 

may be justified…ankylosing spondylitis.”  HRG also urged FDA to recommend 

prosecution of Ciba-Geigy—like SKF for Selacryn and Lilly for Oraflex—for 

withholding information about adverse drug reactions from the agency.210   

The government never prosecuted Ciba-Geigy, and in August, HHS decided not 

to ban either drug as an “imminent hazard,” but did direct FDA to impose much more 

restrictive labeling that would make the drugs a “last resort” therapy.211  In the winter, 

though, HAI, other international groups, and journalist Milton Silverman continued to 

apply pressure to Ciba-Geigy by other means, threatening a worldwide boycott of the 

Swiss pharmaceutical company if it continued to market Butazolidin and Tandearil.212  

The following spring, in response to the effort HAI spearheaded, the company agreed to 

withdraw Tandearil and recommend in labeling, internationally, that Butazolidin only be 

used for four rheumatic diseases and even then only when other therapies did not work.213  

The following year, an American generic manufacturer of both phenylbutazone and 

oxyphenbutazone agreed to cease making the drugs as part of the settlement of a suit 

brought by the widow of a man who died from an adverse reaction to phenylbutazone.214   
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As wealthier nations proscribed or further restricted use of the two drugs, 

international consumer advocates pointed to disparate labeling and promotion of 

Butazolidin during the 90s in the developed and developing worlds as evidence that 

multinational corporate practices Lee and Silverman had first highlighted in the 70s were 

continuing.215  By the mid-80s and into the 90s, though, Lee and Silverman were 

stressing that local manufacturers in the developing world had replaced multinationals as 

the most irresponsible makers and marketers of pharmaceuticals.  “If Ciba-Geigy were to 

stop selling [Tandearil] and Butazolidin tomorrow,” said Silverman in 1985, “the 

products would still remain on the market in developing countries. Because there is a 

demand—God knows why—and the domestic companies would satisfy it.”216  Wolfe, 

meanwhile, decried Ciba-Geigy’s use of Mickey Mantle to aggressively promote its 

newer NSAID Voltarin (diclofenac) in the U.S.  Although Wolfe agreed the drug was 

safer than Ciba-Geigy’s older products, he did not think it superior to existing NSAIDS, 

arguing “if the only difference between diclofenac and naprosyn or ibuprofen… is 

Mickey Mantle, why should people use it?”217  

In 1986, HRG took issue with FDA’s regulation of two other new NSAIDs, 

Feldene and Suprol.218   Pfizer’s application for approval of Feldene (piroxicam) in the 

U.S., filed in 1979, had met with mixed opinions from FDA’s reviewing staff regarding 

the adequacy of safety and efficacy data submitted by the company.  Although the 

decision was “institutionally difficult,” however, the agency approved the drug in April 

of 1982—three years after Switzerland and two years after the U.K. had approved the 

drug.219  In 1981, European regulators began to raise concerns about the possibility that 

ulceration and GI bleeding—associated with all NSAIDs—happened with greater 
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frequency and severity in association with Feldene.  In August of 1982 Rep. Fountain’s 

1982 hearings scrutinized the process by which FDA had approved piroxicam (alongside 

that for Oraflex’s approval), and the agency adjusted the drug’s labeling to stress this side 

effect and its “fatal outcome in rare instances.”220   

In 1983, contention arose within medical literature around whether Feldene’s long 

half-life (which allowed doctors to prescribe the drug in a one-a-day dose) made the drug 

particularly dangerous for elderly patients, whose kidneys could not eliminate the drug 

from the bloodstream as quickly as younger patients’.  The Medical Letter raised the 

concern and others countered it.221  In ’83-’84, European, Scandinavian, and North 

American health authorities recorded many more cases of GI reactions, particularly 

among the elderly, in association with Feldene, and Pfizer further strengthened the 

warnings on American labeling.222  Internationally, however, governments differed on 

how they interpreted their own postmarketing surveillance of the drug.  When Pfizer 

testified at an FDA advisory committee meeting on Feldene in 1985, company officials 

argued that reporting of adverse reactions tends to be more intensive for newer drugs, and 

attributed the impression that there was more GI toxicity with piroxicam than with other 

NSAIDs to the drug’s newness.223   

Controversy continued in the medical literature, as more researchers presented 

evidence that elderly people, women especially, were vulnerable to GI effects from 

NSAIDs, and intensified when the British government released data in 1986 that 77 

people had died and more than 2,000 had experienced adverse reactions in association 

with Feldene use in the five years that the drug had been marketed in the U.K.224  In 

December, FDA stated that it was requesting an analysis from Pfizer of the British data, 
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and in January, HRG petitioned for the banning of Feldene for use in patients 60 years-

old and older as an “imminent hazard.”225 

HRG’s efforts to see Feldene banned for older patients were unsuccessful.  The 

Group and Pfizer went head-to-head in a public hearing FDA held in February 1986. 

HRG argued that doses required for efficacy were unsafe for elderly patients given their 

tendency toward compromised elimination the piroxicam’s long half-life.  The company 

argued that the drug did not accumulate in elderly people’s blood at much greater 

concentrations than other NSAIDS, the relationship between high blood levels of Feldene 

and GI toxicity was anyway not clearly established, and—again—that any epidemiologic 

evidence that did make Feldene appear less safe than other NSAIDs was attributable to 

piroxicam’s newness.226  FDA officials disparaged the quality of Pfizer’s submission to 

counter HRG’s petition, but in May 1986 recommended HHS deny the Group’s request 

nonetheless, reasoning that the impression Feldene gave of inducing proportionally more 

adverse reactions in the elderly could in fact be an artifact of disproportionate reporting 

on the drug and the disproportionate rates of prescription for older patients.227  And 

although FDA accepted that “evidence of delayed excretion in a particular population 

would be reason to urge a lower dose in such persons on theoretical grounds alone, even 

in the absence of documented risk,” the agency mandated no additional labeling with 

regard to dosing for the elderly.228   

One FDA official expressed the view that in the case of Feldene HRG “declared 

an imminent hazard on the basis of a major misunderstanding of FDA’s Voluntary 

Reporting System [for adverse reactions].” Another official—long-time FDA leader 

Robert Temple (then Director of FDA’s Office of Drug Research and Review), who more 
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often took issue with “Wolfe’s style and rhetoric than with his science”—cited piroxicam 

as an exceptional case in which “we thought [Wolfe] hadn’t analyzed the data 

carefully.”229  As British medical sociologist John Abraham concludes from his detailed 

analysis of the regulatory controversy over Feldene, however,  

there is clearly extensive interpretive flexibility in the evaluation of non-
controlled [adverse drug reaction (ADR)] data… While Public Citizen 
believed that the relatively large numbers of piroxicam ADR reports of GI 
toxicity relative to other NSAIDs reflected a real and exceptionally high 
risk to patients, Pfizer, the CSM [U.K. Committee on the Safety of 
Medicines] and eventually the FDA argued that there was no exceptionally 
high risk if secular reporting and product life-cycle factors were 
introduced into the comparison.  In taking that approach the regulatory 
authorities set up an interpretive principle that erected a high threshold of 
significant risk for new drugs.  No science dictated the logical superiority 
of that approach.  Thus, what might appear to be a purely technical 
regulatory tool was, in fact, a social judgment made about acceptable 
risk.230 

 
When HHS formally denied HRG’s petition in July, the Group immediately fired back 

another letter alleging that Pfizer had known of new Feldene-associated fatalities and 

adverse reactions abroad at the time of its application for U.S. approval that the company 

withheld from FDA and requesting that FDA refer the case to the Justice Department for 

prosecution.231  In October, after having gained access to internal Canadian government 

documents that underpinned Canada’s more restrictive regulatory decisions about 

piroxicam, HRG petitioned FDA for labels warning against use of the drug in elderly 

people and as a “convenience drug” for its one-a-day quality.232  The federal government 

never took up the case against Pfizer, and granted neither this petition nor HRG’s 

subsequent petition for a complete ban on Feldene in 1994.233  

 In September 1986, the same month HRG wrote FDA renewing its demand that 

the agency re-label Feldene, the Group petitioned for removal of another NSAID, Suprol 



 

 

460 

(suprofen), from the market.234  FDA had approved the drug as a first-line treatment for 

mild to moderate pain in December 1985, and by April had received a sufficient number 

of post-marketing reports of flank pain (16 cases) to revise the drug labeling and send a 

“Dear Doctor” letter warning of the drug’s association with signs of kidney trouble.235  

Two months later, with 100 cases of flank pain reported to FDA, the agency issued 

another “Dear Doctor” letter estimating that the rate of kidney problems in association 

with Suprol was 1 in 5,000.236  In July, the same month this warning went out, the 

manufacturer, McNeil, reported to FDA the results of two German studies of suprofen 

that the companies’ doctors had seen more than a month before, which implicated the 

drug in a nearly 50% rate of kidney toxicity among 24 test subjects.237  In September, in 

response to this study, FDA compelled McNeil to re-label Suprol as a second-line pain 

therapy and send a third “Dear Doctor” letter.238   

 At this point, HRG filed its petition demanding that Suprol be banned and calling 

for “an investigation into the gross negligence by McNeil and the FDA in ever approving 

this drug,” particularly given its “remarkable structural similarity to SELACRYN.”  The 

Group also wanted “an investigation to consider criminal charges against McNeil, based 

on an internal FDA memo stating that the company had engaged in the ‘deliberate 

falsification’ of data on SUPROL submitted to the FDA.”239  In October, J&J (of which 

McNeil was an American subsidiary) withdrew Suprol from the U.K. market, citing 

“commercial grounds.”240   

 FDA held an Arthritis Advisory Committee meeting in December.  Temple stated 

at the meeting that the very “idea of a last resort analgesic needs to be probed,” that 

suprofen offered “no unique benefit,” and that it had not yet been determined that any 
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population of “people who [need suprofen because they] do not respond to or cannot 

tolerate other drugs” existed.  The advisory committee and FDA, however, ultimately 

elected to keep Suprol on the market with a black box warning about kidney risk.241  In 

April, Wolfe wrote a letter to the editor of the New England Journal of Medicine, 

reiterating HRG’s contention that the drug should be banned and should never have been 

approved, and the journal published the letter along with response letters from McNeil 

and Temple.  The company and Temple stressed the reversibility of suprofen-induced 

kidney effects and defended FDA’s decisionmaking in 1985, before more evidence of 

nephrotoxicity had emerged.242  In early May, Rep. Ted Weiss announced he would hold 

hearings on Suprol’s approval by the FDA later in the month, and three days later the 

European Economic Community’s (EEC) committee on the safety of medicines 

announced it was banning sale of suprofen in the EEC, prompting McNeil to withdraw 

the drug worldwide.243  In his hearings, Weiss alleged that NcNeil had withheld data 

implicating the drug in kidney damage, and FDA went on to investigate the company’s 

delay in turning over the results of the two German studies.244 

 As HRG had with its petitions for restrictions on other NSAIDs, the Group related 

its petition for the banning of Suprol to the “drug lag” and measures the Reagan 

administration’s FDA adopted in order to alleviate the putative delay.  In the suprofen 

petition, Wolfe pointed out that FDA had approved 30 new drugs in “its record-setting 

year of 1985,” and that Suprol’s was one of 16 approvals issued in December of that 

year.245  Carpenter cites this “December effect” as “perhaps the best evidence that the 

‘drug lag’ metrics took hold” within the FDA during the ‘80s.  When the agency began 

listing all new molecular entity (NME) approvals in its quarterly and annual reports about 
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drug review, and comparing the each year’s number of approvals to the prior year’s, the 

number of approvals tended to “spike in December… so that [a given] drug could be 

included in the annual NME tally of that year rather than the next one” and potentially 

avoid being tagged a “drug lag drug.”246   

In the November/December 1986 issue of HRG’s Health Letter—a monthly 

subscription-only newsletter that the Group began producing in 1985 and promoted to 

great effect during an appearance of Wolfe’s on the Donahue show—Wolfe argued that 

“if any change [to the drug laws] is needed…it is in the direction of making the approval 

process for most new drugs even more rigorous, especially in light of recent efforts to 

break records for new drug approvals.”  He cited Suprol as the newest drug destined to 

“join…the trashpile of drugs taken off the U.S. market not long after they were 

approved.”247  HRG’s and Rep. Weiss’s high-profile scrutiny of brand-new NSAIDs in 

the early- to mid-80s arguably had a profound impact, not only on the speed of 

subsequent approvals of drugs in this class, but on efforts in these years to reform 

regulation of medicines more broadly.  HRG’s advocacy in this area also solidified the 

Group’s public image as an indispensable supplement to—in some instances, even, a 

substitute for—American drug regulation as it existed under the Reagan administration’s 

influence.   

But it was accounts of the Group’s extended effort to initiate stricter regulation of 

the very oldest NSAID on the market, aspirin, that HRG and the larger PC organization 

put forth most frequently as exemplifying not only the negative impact of Reagan on the 

FDA, but the model of research-based health activism that HRG had honed.  PC 

contended that this model merited not only emulation by other health professionals (such 
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as medical students who interned with HRG or took courses taught by Group staff) and 

individual consumers’ attention and contributions, but—as the organization’s new 

development office increasingly emphasized—the ongoing support of foundations and 

wealth individuals.  

 
Aspirin, Reye’s Syndrome, and HRG 
 
 In 1963, medical researchers first identified Reye’s Syndrome as a distinct 

illness—a disease of unknown etiology that is characterized by encephalopathy and liver 

damage following viral influenza and chicken pox, is fatal in up to 30% of cases, and 

strikes children almost exclusively.248  After the CDC instituted surveillance for the 

disease in early-70s, the number of cases reported annually numbered in the low-

hundreds, peaking with 555 cases in 1980.249  Because anecdotal reports throughout the 

70s suggested there might be a relationship between Reye’s and the use of aspirin for 

children with viral infections, the FDA in 1976 had advised doctors and parents to 

exercise caution in administering the drugs.  In the medical community, however, there 

remained broad skepticism about the association between such a long-trusted drug and 

such a deadly disease, particularly because there seemed to be no dose-response 

relationship.250  In the summer of 1980, a CDC mobilized by the high case count began to 

study epidemiologically the relationship between cases of the disease and certain toxins 

and medications, including aspirin.251  In November of 1980, based on the new results of 

the first two large-scale, controlled studies of aspirin in relation to Reye’s and an existing 

study, the CDC published a report in Morbidity and Mortality Weekly Report (MMWR) 

warning parents and physicians of an association that “appears to be real” and urging 

them to use caution in administering aspirin to children with viral infections.252  
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 Recognizing that this recommendation would be something of a bombshell, and 

that the handful of case-control on which it was based would be subject to intense 

scrutiny, the MMWR editors dealt carefully what they knew would be the chief criticisms 

of the evidence—namely biases in selection and recall and the existence of confounding 

factors.  They presented the reasoning behind their making the recommendation in spite 

of the studies’ limitations.  A year later, in October 1981—with a new administration in 

place—a Reye’s Syndrome Working Group composed of extra-governmental 

epidemiologists, physicians, members of the American Academy of Pediatrics (AAP), 

and staff of the CDC and FDA that had received and analyzed data from the intervening 

flu season advised CDC to reiterate the warning.  But when this occurred in February ’82, 

the aspirin industry raised objections.253    

“The only responsible statements that can be made, based on the raw data 

available,” stated a Bayer Aspirin spokesman, “pertain to the early recognition of the 

disease and a caution for the use of all medication with children.”254  At this point, HRG 

also entered the fray, arguing in the press that the FDA should immediately label all 

aspirin with a strong warning.  The Group alleged, furthermore—citing “an internal 

government memo [obtained through FOI requests] and interviews with other sources”—

that “the Reagan administration, yielding to pressure from the drug companies…delayed 

for more than two months” the release of CDC’s recommendation.255  The January 1982 

CDC memo revealed that earlier in the month “two of the aspirin manufacturers…urged 

that CDC make no premature statements until the [FDA] takes action, until the raw data 

are released by the states, or until ‘more reliable’ studies can be performed.”256  The same 

memo suggested that aspirin manufacturers also attempted to intervene in publication of 
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the results of the AAP’s independent assessment of the Reye’s-aspirin tie, and indeed the 

head of AAP later revealed that one aspirin manufacturer threatened to sue the 

pediatricians association if it made recommendations before FDA took official action.257  

 Citing still more documents obtained through FOI in subsequent weeks, HRG 

alleged that FDA itself had “succumbed to pressure from the aspirin industry” in 

February, when a phone call from an industry executive prompted FDA not to make the 

Reye’s warning jointly with the CDC, as it had intended to do.258  While FDA was 

conducting its own assessment of the four case-control studies, in March the Colorado 

Health Department conducted an analysis of the same material and concluded that 

children who had developed Reye’s Syndrome were 15 times more likely to have used 

aspirin.  HRG cited the new analysis in a petition to FDA demanding warning labels.259 

Later in the month, the American Public Health Association (APHA) joined HRG in 

publicly urging FDA Comm. Hayes to re-label aspirin-containing products.260  In April 

HRG made a presentation before FDA’s Working Group on Reye’s Syndrome, 

suggesting language for a warning label, and the following week, HRG publicly asked 

Rep. John Dingell, Chairman of the House Energy and Commerce Committee, to 

investigate FDA’s delay in implementing warning labels.261  The congressman 

immediately issued a statement calling the agency’s lack of action “intolerable.”262  In 

May, the PCLG brought suit on behalf of HRG and APHA against the federal 

government for failing to issue warning labels for aspirin—days before the Group spoke 

before a workshop that FDA convened to present its own analysis of existing data on the 

Reye’s-aspirin link and hear input from industry, academia, and consumer 

organizations.263   
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In June, the AAP, the FDA, and the Surgeon General all made public statements 

affirming the risk associated with aspirin, and the federal government proposed to alter 

product labeling and carry out an educational campaign to inform healthcare 

professionals and the lay public.264  The aspirin industry trade association, the Aspirin 

Foundation of America (AFA), declared that it would fight against the imposition of 

labels, alleging that HHS had “acted hastily” and upon evidence that was “wholly 

inconclusive” and stating there was “no scientific basis for a causal relationship” between 

aspirin and Reye’s.265  Calling the studies implicating aspirin in Reye’s “so faulty and 

poorly run they couldn’t be subjected to valid statistical analysis,” the AFA demanded 

that more research precede federal action.266  The industry’s critiques of the accumulated 

evidence centered on weaknesses inherent in retrospective, case-control studies—biases 

of selection, confounding, and reporting.267  In this way, the aspirin-Reye’s controversy 

was emblematic of HRG’s predicament in the early-80s:  the epidemiological evidence 

that was useful in discovering environmental determinants of disease and that the Group 

had long maintained needed to be given more weight in precautionary public 

policymaking was precisely the kind of evidence that industry increasingly used to 

“produce doubt” about the public health risks associated with marketed products.268 

 Under the Carter administration, HRG had successfully advocated against the 

subjection of a variety of similar federally-funded epidemiological studies—“mostly on 

the relationship between use of certain prescription drugs or occupational exposure and 

the subsequent development of cancer”—to OMB clearance procedures.269  At the start of 

his presidency, however, Reagan had issued an executive order that all new regulations 

promulgated by the federal government would have to undergo cost-benefit analysis by 
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the OMB, and in 1982, OMB became the aspirin industry’s chief ally in opposing FDA 

action on Reye’s.270  In September 1982, Rep. Scheuer held hearings in which academics 

enlisted by Bayer Aspirin manufacturer Sterling Drug questioned the need for new 

labeling for aspirin products.  After HHS proposed specific new language for aspirin 

labeling several days later, counsel to Scheuer’s subcommittee, Jonas Shacknai, wrote an 

editorial in the Wall Street Journal condemning the labeling and the proposed public 

education and advertising campaign.271  Soon after, the AFA met with an OMB official, 

and in early November Christopher DeMuth, head of OMB’s Office of Information and 

Regulatory Affairs rejected HHS’s proposed regulations on the basis of Shacknai’s op-ed 

piece, testimony generated in Scheuer’s hearing, and conversations with his own wife, a 

pediatrician.272  At the same time, the aspirin industry was renewing its pressure on the 

AAP, according to a member of the organization’s Infectious Disease Committee who 

resigned in protest, and on November 9th the AAP issued a statement opposing labeling 

changes.273   

Meanwhile, PCLG had been proceeding with its lawsuit against the government.  

With HHS’s regulations proposed and undergoing OMB review, a PC attorney argued the 

Group’s case in federal court on November 8th, alleging “unreasonable delay” by HHS in 

re-labeling aspirin.274  And on November 11th, a week before HHS withdrew its labeling 

proposal, HRG, the APHA, and a number of professional associations of pharmacists 

announced they would be mounting an independent labeling effort—printing warnings, 

distributing them nationwide, and encouraging pharmacists to affix them to aspirin-

containing products.275  AAP condemned the campaign as premature.276  As Barbara 

Hinkson Craig, chronicler of PCLG, points out, by the early 80s, Wolfe was “good with 
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the media” generally, but the aspirin-Reye’s issue was “tailor-made for media coverage.” 

When HHS’s “rule was withdrawn in November 1982, the flu season was starting [and] 

Wolfe went into high gear on the publicity front, issuing press releases and going on TV 

and radio talk shows to warn parents.”277   

 When HHS withdrew its proposed rule, the agency expressed its intent to move 

forward with its own educational campaign.  In the same month, however, an industry-

funded physician group called Committee on the Care of Children that had formed when 

HHS had issued its 150,000 warning brochures the prior June brought suit to stop the 

planned expanded campaign by the government and to enjoin HRG from continuing its 

own warning program.278  In late November 1982, the judge ordered that the Committee 

and HHS attempt to settle the suit, and by the following March the plaintiffs dropped 

their case.  The Committee stated that it withdrew the suit because the group’s objectives 

had been achieved, but HHS stated that both the educational campaign and deliberations 

over labeling would continue.279  During the 1983 flu season however—because the 

previous flu season’s publicity materials had drawn criticism from the industry, 

congressmen, and the AAP for being too strong—HHS postponed distribution of (and 

ultimately destroyed) hundreds of thousands of pamphlets intended for distribution in 

supermarkets and suspended 5,000 radio public service announcements.280  HRG publicly 

excoriated this decision, continued railing against the persisting federal inaction on 

warning labels, and continued to press on in its lawsuit with PCLG.281  In March 1983, a 

federal court had dismissed HRG’s suit, but PCLG appealed the decision, and in July 

1984, the appeals court did send the case back to the lower court for further consideration 

of the question of FDA’s “unreasonable delay.”282   
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The following flu season, as FDA carried out an educational campaign, and the 

National Reye’s Syndrome Foundation (an organization founded in 1974 by parents of 

children who developed Reye’s) carried out a massive school-based “awareness 

campaign” which advised against all fever-reducing medicines for children, the aspirin 

industry’s Committee on the Care of Children launched its own campaign, making public 

service announcements that said—while not naming aspirin specifically—that no drug 

was proven to cause Reye’s Syndrome.283  The Committee also threatened to sue 

television stations that carried the FDA’s announcements and pharmacists who 

participated in HRG/APHA’s voluntary labeling program.284  HRG demanded FDA take 

action against the Committee’s announcements, and although FDA condemned the 

announcements, the agency stated it was unlikely to ban them because despite being 

“misleading” they made no false claims.285  HRG wrote letters to over 1,000 television 

stations and hundreds of radio stations urging them to carry FDA’s announcements and 

reject the Committee’s.286   

Two months later, HRG made another aggressive move in its advocacy around 

aspirin and Reye’s.  After HHS withdrew its proposed labeling in 1982, the agency had 

appointed a Public Health Service (PHS) Task Force made up of experts from CDC, 

FDA, and NIH to develop research on the aspirin-Reye’s link that would not be subject to 

the same criticisms as the early studies.  The Institute of Medicine (IOM) convened a 

committee to consult on and oversee the new study.287  The PHS Task Force carried out a 

pilot for a larger study between February and May of 1984, and the study showed that 

children who developed Reye’s Syndrome were 12-25 times more likely to have ingested 

aspirin during a prior bout with viral infection.288  The Task Force presented these 
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preliminary results in a closed meeting in December, and after HRG obtained the results 

“through the efforts of Congressman John Dingell” a month later, the Group released the 

figures publicly.  The Group demanded, furthermore, that FDA seize or re-label all 

already-manufactured aspirin products, promulgate a regulation requiring all new 

products to be labeled with strong warnings, and “greatly strengthen FDA’s and HHS’s 

public educational campaign by explicitly stating ‘do not use aspirin to treat chicken pox 

or flu (symptoms) in anyone 19 years or younger.’”289  HHS Secretary Margaret Heckler, 

stating that the new study was “not completely conclusive, but [that] its findings do show 

an association,” responded by urging aspirin companies to voluntarily re-label their 

products with warnings and remove labels that recommended the products’ use for viral 

infections in children.290   

While some companies complied, others didn’t, and HRG was unsatisfied with 

the resulting “patchwork of inadequate warning labels, many of which demurred at even 

mentioning Reye’s Syndrome by name, instead of the comprehensive, uniform label that 

would result from a mandatory labeling provision.”  The Group petitioned the Federal 

Trade Commission (FTC) to mandate that aspirin-makers include a Reye’s warning in all 

advertising.291  When Heckler requested the voluntary action, Rep. Henry Waxman, 

Chair of the Subcommittee on Health and the Environment of the Committee on Energy 

and Commerce—at the urging of PC’s Congress Watch—expressed concern about 

potential for delays and noncompliance and demanded of HHS a report on the status and 

effectiveness of voluntary labeling by March, at which point the Subcommittee would be 

holding hearings on several FDA oversight issues.292  On March 15, having received an 

update from HHS, the congressman concluded that the progress in labeling was 
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inadequate, and introduced an Emergency Reye’s Syndrome Prevention Act to “take 

steps that might well have been ordered by the [DHHS] in January, or perhaps even years 

ago.”293  Wolfe testified in support of the bill, as did members of the National Reye’s 

Syndrome Foundation, including parents who had lost children to Reye’s.          

 Representatives of the American Academy of Pediatrics (AAP), which had 

supported HHS’s voluntary approach, testified that they had come to “question the 

effectiveness of voluntary labeling,” and while they felt that “ideally [a suitable response 

by FDA and the industry]…would happen without legislation,” they also saw that “as a 

practical matter, it may not,” and thus expressed their support for Waxman’s 

legislation.294  The legislation did not progress further, but a year later, in March 1986, 

the FDA finalized regulations mandating that all over-the-counter aspirin and aspirin-

containing products be labeled with a Reye’s warning.295  The annual incidence of Reye’s 

Syndrome decreased steadily throughout the early 80s, and underwent a steep, further 

decrease in the year after mandatory labeling.296   

 Researchers who conducted a retrospective study of the Syndrome’s incidence 

concluded in 1997 that “[t]he decline in the incidence of Reye’s Syndrome that began 

soon after the public reports of the epidemiologic association of Reye’s syndrome with 

aspirin demonstrates the importance of disseminating timely preventive messages to the 

public,” and that “[t]he subsequent publicity about this association was critical to the 

success in reducing the occurrence of Reye’s syndrome and its associated neurologic 

complications and in preventing the deaths of many children.”297  Decreasing incidence 

was already clearly evident by the mid-80s, though, and while the first researchers to 

document the trend tended to credit “widespread publicity” and note the role of 
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government education efforts and those of the many local chapters of the Reye’s 

Syndrome Foundation, HRG and other observers understood the Group’s own actions as 

having been crucial to perpetuating the publicity that reduced incidence of Reye’s and 

securing the labeling that accelerated the fall-off in cases.298   

 

Viewing HRG’s prominent campaign around aspirin and Reye’s in light of not 

only the changing incidence of the disease but the longer history of advocacy around 

pharmaceuticals and PC’s own institutional history illustrates how complex a task it is to 

try to gauge the ideological valence of consumer advocacy during the 80s.  On the one 

hand, PC presented the flap over aspirin as a clear-cut example of “Reagan’s FDA and its 

anti-child syndrome”—the administration’s caving to industry and endangering public 

health.299  In 1984, PC President Joan Claybrook and other PC staff members, including 

William Schultz, authored a book entitled Retreat from Safety:  Reagan’s Attack on 

America’s Health, detailing how Reagan’s “regulatory relief” programs, in the view of 

PC consumer advocates, were “hazardous to the health of the public at large.”300  In the 

same year, HRG drafted chapters of a never-published chronicle of its own advocacy 

efforts, and in both of these internally-generated volumes, HRG’s campaign to secure 

labels on aspirin products figured prominently.301  The failure to impose labels on aspirin, 

as the books presented it, like many administration policies, constituted egregious 

inattention—if not hostility—to essential regulation, and HRG and PC were guardians of 

such regulation.  Like HRG’s position on Darvon (and unlike the Group’s concern about 

hormones, oral hypoglycemics, clofibrate, and tranquilizers) the Group’s concern about 

iatrogenesis via aspirin did not have obvious reverberations to deeper, more politically 
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fraught questions about “rational therapeutics” and drugs’ roles in “defining disease.”  

 Moreover, the aspirin-Reye’s work—like the Pills that Don’t Work books and 

Stopping Valium—figured crucially and plainly in PC’s and HRG’s institutional 

development.  The high-profile campaign generated public interest in and respect for the 

Group’s work, grew PC’s membership base, and helped solidify the commitment of at 

least one influential future-member of HRG’s own staff, Peter Lurie, whose work on 

aspirin as a medical student intern with HRG in 1984-85 helped motivate him to return to 

the Group for 15 years in the 90s.302  Lurie, who drafted the chapter on HRG’s Reye’s 

advocacy for the unpublished Group history during his internship, also later used the 

campaign as a case study when teaching courses in “research-based health activism” to 

undergraduates and medical students—some of whom became interns, in turn, with 

HRG.303  This initiative of HRG’s was inspiring as an example of manageably focused 

advocacy, that could “pinch off pieces of this bigger social problem, identify them, bring 

data to bear on them, and…win.”  And yet, even as PC began to attempt to define the 

contours of its advocacy for philanthropists and prospective staff members, with HRG’s 

role as FDA’s shadow serving as a key reference, Claybrook, Wolfe, and fellow long-

time PC leadership continued to view the precise size of the “bigger social problem” at 

which the organization’s efforts were directed as indeterminate. 

In her introduction to Retreat from Safety, Claybrook laid out the received 

theoretical distinctions between “new” and “old,” “social” and “economic” regulation, 

but she left these terms in quotation marks, qualifying her commitment to the underlying 

conceptual framework in which such distinctions exist and indicating the 

pragmatic/provisional function these concepts served for her organization.304  The idea of 
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“social” regulation as distinct from “economic” was only useful for PC insofar as it made 

a desired government action more acceptable to those politicians who might implement 

it.   

In the chapter in this book that chronicled what PC viewed as Reagan’s assault on 

the FDA—as well as in Wolfe’s many publications and public appearances in the mid- 

and late-80s—PC used HRG’s Reye’s Syndrome battle to argue that an empowered FDA 

and informed consumers were indispensable for determining “the role of pharmaceuticals 

in American life.”305  HRG had long maintained that epidemiology was too much the 

“handmaiden” of clinical medicine; that this phenomenon was symptomatic of a deeper 

misalignment of American health policy with public need that saw acute-care emphasized 

over preventive policies and programs; and that increasingly sophisticated epidemiologic 

methods were underutilized in identification of environmental, occupational, and 

iatrogenic determinants of disease.  The Group did not use the aspirin-Reye’s 

discovery—made through one such less-common application of epidemiologic 

methods—to press for a radical overhaul of health research and policy or even reform on 

the order they had sought in the 70s.  They did, however, link their battle for aspirin 

labeling to other features of their agenda in the 80s that were arguably less readily 

distinguishable from “economic” regulation.   

In Retreat from Safety, for example, after opening the chapter about 

pharmaceuticals with an account of the Reye’s initiative, Schultz highlighted the Reagan 

FDA’s:  failure to hasten the OTC Review, revocation of the PPI program, proposals to 

weaken new-drug-approval standards and strengthen scrutiny of generics, and efforts to 

lengthen the term of patent protection.  Such actions, or inactions, HRG argued in the 
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mid- to late-80s, were all of a piece, and made it all the more important that consumer 

advocates fight to protect citizens’ tort prerogatives and Freedom of Information rights 

from administration officials and congressmen who were seeking to curtail them.306  

Many of PC’s struggles—such as those to define drug safety and efficacy data as 

“public” because of its relevance to public health, rather than “private” because of its 

“trade secret” status; to facilitate suits against drug companies; and to combat “drug-lag” 

rhetoric—were pragmatic, piecemeal efforts to efface the distinction between “social” 

and “economic” regulation.  That PC and HRG focused on these efforts, rather than the 

“essential medicines” battles of developing-world consumer activists, and compromised 

on the domestic effort to control drug prices that became the Drug Price Competition and 

Patent Term Restoration Act, betrays less an ideological honoring of the distinction 

between “economic” and “social” regulation than political calculus and an institutional 

survival instinct. 
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CHAPTER SEVEN 
______________________ 

 
HRG’s Advocacy around Pharmaceuticals in the Era of HIV/AIDS 

 
 
 

In the late-80s, circumstances surrounding the AIDS epidemic and changing 

dynamics in the global testing and trade of pharmaceuticals began to alter the political 

calculus that had shaped HRG’s advocacy during the previous two decades.  Grassroots 

formations of AIDS activists, most prominently the AIDS Coalition to Unleash Power 

(ACT-UP), were a crucial force in altering the politics of pharmaceuticals.1  Networks 

that had, in the early- and mid-80s, formed to support people with AIDS, obtain care for 

them, and protect their civil rights, begot new, more assertive groups and organizations 

like ACT-UP in the late-80s.  Obtaining treatment was a primary animating objective for 

these groups, and as they adopted some of the aggressive advocacy techniques of civil 

rights, consumer, and women’s health advocates, they quickly affected debates over 

pharmaceutical policy in which HRG had long been one of few consumer-representative 

participants.  AIDS activists participated in FDA policymaking related to AIDS drugs, 

and also helped expand the numbers of HIV-positive people eligible for federal programs 

that subsidized treatment.2   

At the same time, in the late-80s and early-90s the drug industry and its political 

allies used the renewed scrutiny that AIDS activists brought to the drug-approval process 

to pursue a long-desired deregulatory agenda at the FDA, ultimately resulting in reforms 

on an order that purveyors of the “drug lag” argument had sought in the early 80s but 

never realized.  These reforms affected evaluation of not only drugs for life-threatening 

illnesses, but all drugs.  HRG remained a powerful institutional player—fortified by the 
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1988 publication of its most-successful-ever publication, Worst Pills, Best Pills, 

continued success in petitioning/suing the FDA, and Wolfe’s 1990 receipt of the 

MacArthur fellowship—and exerted an indirect influence over the landmark legislation 

that was a byproduct of this reinvigorated reform drive, the Prescription Drug User Fee 

Act (PDUFA) of 1992.  Fundamentally, however, the Group viewed this measure as an 

unnecessary response to a non-existent “drug lag,” a lesser evil designed to stave off 

greater ones.  By shifting a large portion of the financial burden of new-drug review from 

government to the industry itself, PDUFA weakened the congressional influence over 

FDA conduct that had been a major tool of HRG’s advocacy and gave manufacturers a 

new kind of influence within the agency.  PDUFA took effect in ways shaped still further 

by the “new Right” that was surging in the mid-90s in the U.S.  Trade-liberalizing treaties 

facilitated profound and rapid change in the pharmaceutical industry worldwide, 

moreover, and new AIDS drugs revolutionized treatment for the disease, even as the 

epidemic was spreading at explosive rates in the developing world.  These events—and 

responses to them within the enlarged, invigorated, and increasingly international 

community of consumer activists—began to influence the Group’s institutional future.  

 
Drug-Approval, AIDS Drugs, and the Road to PDUFA 
 
 Historians and journalists have treated in detail the nature and extent of AIDS 

activists’ influence over American drug regulation and patients’ access to new drugs in 

the investigational phase of development.  Some of their accounts have registered as 

ironic tensions that arose in this period between old-guard consumerists who demanded 

stringent drug safety and efficacy standards and new-generation patient activists who 

were often otherwise politically aligned with consumer activists of the previous 
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generation, but demanded liberalized access to drugs.3  This seeming irony—and the 

attendant question of how AIDS activism figures within the longer history of consumer 

activism around pharmaceuticals—warrants closer examination.  In assessing the 

influence that AIDS activists exerted over pharmaceutical regulation, Dan Carpenter—as 

he does throughout his volume on the FDA—stresses the continuities in the agency’s 

conduct over time, seeking to modify the perception held widely among other scholars 

and some journalists that “American pharmaceutical regulation was irrevocably altered 

by the AIDS crisis.”4  Carpenter argues, rather, that FDA underwent an “ambiguous 

adaptation” to the epidemic and emphasizes that “FDA officials did not so often carve out 

legal exceptions to their power as exercise administrative flexibility through drug review 

decisions and rulemaking.”  Carpenter sees measures that FDA took in the late-80s and 

framed as responses to the AIDS epidemic as continuous with the rulemaking of the 

early- to mid-80s that the Administration touted as a remedy to the “drug lag” and points 

out that these earlier rules were “less a vision for the future than… a summary of 

practices and understandings that had already crystallized” in agency practice.5   

But, as I argued in the previous chapter of this dissertation, the persistence of such 

“practices and understandings” in the face of deregulatory drives of the early-80s was an 

objective that HRG actively pursued, as the Group was by no means sanguine that FDA 

would continue to exert the authority to the same extent it had in preceding years.  And 

although much of the FDA authority over drugs that HRG fought to preserve survived 

new scrutiny during the AIDS epidemic, in part because of continued consumer advocacy 

and through the agency’s continued “exercise [of] administrative flexibility,” this period 

did also bring more profound shifts within the very structure of FDA authority than the 
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agency had yet seen—shifts that interacted with broader changes in global economics and 

public health and, ultimately, altered public health activism. 

Alongside its scrutiny of newly-marketed drugs in the early-80s, HRG weighed in 

on Administration proposals to alter the new drug approval process, helping fend off 

adoption of many of changes they found objectionable.  As Carpenter points out, for 

example, the FDA proposed a rule (called the “NDA rewrite”) in 1982, amidst pervasive 

“drug lag” rhetoric, that aimed to streamline the drug approval process.  The rule aimed 

“to limit the production of excess data by limiting agency requirements for NDA 

sponsors to produce ‘case report tabulations’ and ‘case report forms’… [that] created 

individual-level data so that Administration officials could replicate statistical analyses or 

investigate individual outcomes in greater detail.”  The final “NDA rewrite,” however, as 

Carpenter observes, “… did little to inhibit medical officers’ access to disaggregated 

data” and even “formalized and legitimated” the use of case report tabulations and forms 

in drug review.6  Between 1982 and 1985 HRG did not view this conclusion to the 

question of raw data in NDAs as inevitable, and made the subject a focus of the Group’s 

advocacy.   

When the Commission on the Federal Drug Approval Process issued its 

recommendations in April 1982, HRG’s Schultz, as the lone dissenting member, issued a 

separate statement in which he rejected the larger Commission’s recommendation “that 

applicants [for new drug approval] not be routinely required to submit raw data to the 

FDA.”7  HRG inquired about the wisdom of allowing sponsors to submit summary data 

in the survey of medical officers it conducted that year, using subjects’ responses to argue 

publicly that drug reviewers themselves opposed the proposal.8  HRG was also uniquely 
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vocal in opposing the proposal that FDA be enabled to approve new drugs on the basis of 

foreign drug data, as foreign institutions were not subject to the same agency supervision 

as domestic investigators.9  The ultimate “NDA rewrite” did allow use of foreign data, 

but only within a narrow set of circumstances that would make approvals based primarily 

on such data highly unusual.10  In debate over other major initiatives aimed at 

streamlining the drug approval process—in particular the FDA “Action Plan” and the 

“IND [Investigational New Drug] rewrite”—that followed close upon the “NDA 

rewrite,” HRG continued to insist that there was no general “drug lag” in need of 

redress.11  It was on discussions surrounding IND policy that ACT-UP and other groups 

representing people with AIDS began to exert a new and substantial influence in the late-

80s, when HRG and these groups began, quite self-consciously, to negotiate the content 

and consequences of each other’s advocacy efforts.       

In 1983, FDA had proposed changes to the investigational new drug (IND) 

approval process—the regulatory mechanism through which FDA approved and 

monitored clinical trials of as-yet untested drugs, which had been one of the chief reforms 

formalized in the ’62 FDC Amendments.  FDA argued that “coupled with proposed 

[NDA] revisions… and other changes in guidelines and management, [these] regulatory 

reforms will shorten significantly the time it takes for beneficial new drugs to reach 

consumers.”12  The Department of Health and Human Services (HHS) also framed the 

proposal as being in the spirit of legislation Congress had passed two months earlier, the 

Orphan Drug Act, which aimed to encourage the development and marketing of drugs for 

rare diseases (defined by FDA as affecting 200,000 or fewer people) by providing grants, 

tax credits and exclusive marketing rights to manufacturers, and a fast-tracked FDA 
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approval process.13  Waxman’s subcommittee had generated the legislation, urged on by 

patient advocates who would soon found a new health advocacy group, the National 

Organization for Rare Disorders (NORD). HRG, which had opportunities to review the 

legislation in its earliest iterations, did not object to its passage.14  HRG critiqued the 

“IND Rewrite,” however, which would apply to all experimental drugs, just as forcefully 

as it did the NDA revision proposals.   

The Group argued for:  narrowing a broad allowance for waivers to the IND 

regulation; altering the manner in which the proposal would structure “compassionate use 

INDs” (HRG specified that the proposed “treatment use” status for INDs should be 

narrowly granted and closely monitored); and specifying that provisions for making IND 

information available for public scrutiny should apply to inactive INDs abandoned by 

drug company sponsors.  HRG argued against:  eliminating study design as a criterion in 

approval; exempting testing of approved drugs for as-yet unapproved indications from 

IND regulation; and eliminating the requirement that raw data, not only summaries, be 

included in IND submissions (in a manner resembling that proposed for NDAs in ’82).  

Finally, HRG argued most vehemently against the proposal that FDA rely in some cases 

on Outside Review Boards (ORBs), funded by industry, to evaluate IND submissions.15  

The proposal, published in the Federal Register the month before Arthur Hull Hayes 

departed as head of FDA and just as Rep. Weiss was beginning to scrutinize approval of 

numerous new drugs in Congress, remained in limbo for four years.16  In that time, 

between summer 1983 and March 1987, when the FDA under Comm. Frank Young re-

proposed the “IND rewrite,” AIDS had begun to alter profoundly the landscape of 

consumer advocacy.17  
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In 1985, the number of those infected with AIDS was approaching a million.  

Organizations such as New York City’s Gay Men’s Health Crisis and the San Francisco 

AIDS Foundation—formed in preceding years in response to the disease to provide 

support, education, and advocacy—were gaining strength and AIDS was much in the 

news but little acknowledged by the Reagan administration.18  That summer, the 

appearance of a Newsweek report on AIDS-infected patients (most notably, actor Rock 

Hudson) who were traveling to Europe to gain access to the experimental antiviral 

medications and other press accounts of “AIDS exiles” prompted the FDA to announce 

that it would allow “compassionate use” of such as-yet unproven drugs in this class—a 

method of exemption by which the agency had been enabling doctors to prescribe certain 

as-yet unapproved drugs to terminally ill patients on an individual basis since 1962.19  

Meanwhile, people with AIDS were purchasing unapproved drugs smuggled into the U.S. 

directly, and in San Francisco a new group called Project Inform formed as a 

clearinghouse for buyers’ clubs and with the objective of conducting its own trials of 

experimental drugs already in use by AIDS patients.20   

By 1987, when an FDA advisory committee advised—and the agency granted—

approval for zidovudine (AZT), making it the first government-approved treatment for 

AIDS, “AIDS patients and their advocates,” writes Carpenter, “already comprised a 

visible constituency whose agony was publicly tangible.”21  AIDS organizations, writes 

Steven Epstein—an authority on American AIDS activists’ participation in the “politics 

of knowledge” about the disease and its treatment—already “had become experts about 

prevention strategies, antibody testing, antidiscrimination legislation, and the health care 

delivery system,” and by 1986 they decided it was time to become involved in advocacy 
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around treatment-related issues, however complex.22  The following year would see the 

expansion of community-based treatment research, when a new patient-driven group in 

NYC added its trials to those that were being conducted by a physician-run group in San 

Francisco, as well as the formation of the new and more militant activist group ACT-UP 

in both cities.23   

In March of 1987, FDA re-proposed the “IND rewrite,” this time highlighting the 

“treatment IND” component (which would allow drug companies to sell unapproved and 

not-yet-fully-tested investigational drugs to very sick patients not enrolled in clinical 

trials) and emphasizing its importance to AIDS patients.  HRG and their allies in 

Congress, Reps. Waxman and Weiss and Sen. Kennedy, again expressed concerns, which 

echoed reservations among FDA’s drug-reviewing staff.24  At hearings Weiss held in 

April in response to the new “IND rewrite” proposal, a coalition of nine former senior 

FDA officials, including Commissioners Edwards, Schmidt, Kennedy, Goyan and Hull 

Hayes, Jr., and four former chief counsels of FDA, issued a joint statement strongly 

opposing one element of the proposal regarding INDs for life-threatening illnesses—its 

seeming elimination of the requirement that reviewers determine there to be “a rational 

basis for believing that a drug may be effective” before granting INDs.  The coalition also 

pointed to an ominous synergy between this element of the “IND rewrite” and that which 

would facilitate sale of such drugs before the completion of clinical trials and issuance of 

FDA approval.25  

Wolfe, likewise, called the proposed regulations “an open invitation for 

companies to sell drugs that don’t have good evidence of safety and efficacy.  There are 

enough charlatans exploiting AIDS patients as it is,” he asserted, and offered FDA’s 
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approval of AZT as the model for how AIDS drugs should be tested and approved.26   In 

1985, Wolfe, along with leading gay rights lawyer Thomas Stoddard, had faced off with 

Jerry Falwell—who was advocating compulsory AIDS testing and quarantine—on 

national television.27  By 1987, however, Wolfe and the congressmen (some of whom had 

held and participated in hearings scrutinizing what they saw as the government’s inaction 

in the face of the AIDS crisis) were beginning to find themselves, somewhat ironically, at 

odds with AIDS activists who did not view FDA’s formalizing what were, for the most 

part, existing practices as an adequate response to the urgent and growing need for new 

drugs.28  At Weiss’s hearings, a member of the NYC gay rights group Lavender Hill Mob 

(who would soon become an active member of ACT-UP) argued that the proposed “IND 

rewrite” did too little, rather than too much, to make investigational drugs available to 

AIDS patients.29   

Conservatives long interested in de-regulating drug development took a great 

interest in the new activist stands.  When FDA first proposed the “IND rewrite,” the Wall 

Street Journal embraced it and wondered whether Waxman or Wolfe would have the 

temerity to stand in the way of the Reagan administration’s “giant step for the sick and 

dying.”30  In February the Cato Institute had invited Wolfe to speak opposite policy 

analyst Dale Gieringer who “contends that people with AIDS and other incurable 

diseases are denied access to potentially valuable experimental drugs by the [FDA], and 

that reforms are urgently needed to make new drugs available”—namely “the elimination 

of mandatory IND approval.”31  The next month Schultz’s editorial in response to the 

“IND rewrite,” entitled “Don’t Put the Sick at Further Risk,” appeared against 

Gieringer’s and another conservative analyst’s on USA Today’s opinion page.32  When 
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the “IND rewrite” was finalized in May, it had been modified—appropriately, in the view 

of HRG—to reduce the linked risks that “quack” products would be sold to sick people 

and that clinical trials of legitimately promising drugs would be undermined by wide 

distribution among potential trial participants.  The final regulation was, in Schultz’s 

words, “very close to the old treatment IND regulation,” and “allowed companies to [sell 

INDs] in very limited circumstances.”33  ACT-UP, however, as it took shape during that 

year, expressed the fear that AZT’s approval would breed complacency at the FDA 

regarding the need for new and better drugs for AIDS (it called the drug “a sop to the gay 

community”).  The activists demanded that the agency:  stop “withholding” other 

prospective AIDS drugs; modify its policies for INDs and NDAs more dramatically; and 

re-assess its preference for placebo-controlled trials and, more generally, its strict 

requirements regarding study design and data-gathering in clinical trials.34   

In the next two years, tensions between AIDS activist groups and the FDA—and, 

to a more limited extent, between AIDS groups and HRG—intensified.  Peter Lurie 

experienced one manifestation of such tension in 1987 as a first-year medical resident at 

University of California San Francisco (UCSF), when he became engaged in municipal 

public health policy issues.35  With other medical residents and a coalition of community 

groups including AIDS groups, Lurie was active in advocating for the allocation of 

municipal resources for public health efforts in San Francisco.  But when he initiated and 

coordinated a lobbying effort against a law under consideration in the state legislature 

that would permit research on, development, and marketing of AIDS drugs in California 

without FDA’s approval, he crossed the community of AIDS activists.36  Lurie was no 

longer working for HRG during this period of his education, but, as he explains, his 
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stance in opposition to the proposed bill was profoundly shaped by his experiences with 

the Group.37  When he began to speak out publicly against a “parallel FDA” in 

California, Lurie received aggressive, nearly-threatening phone calls from activist 

supporters of the bill in his home.38  Despite Lurie’s conviction, shared by the FDA, that 

California’s Health Department did not have the resources or expertise to do drug review 

independently, the bill became state law.39   

Soon after, AIDS groups began attempting to alter drug-testing and -approval 

policy at the federal level.  In summer of 1988, Comm. Frank Young attended the 

Lesbian and Gay Heath Conference in Boston, and ACT-UP protesters there greeted him 

hostilely, despite his coming armed with an announcement that FDA was beginning to 

allow—as a matter of policy—individuals to import small quantities of unapproved 

drugs.40  Wolfe wrote an editorial opposing this policy change in USA Today, while the 

Republican Party Platform touted the personal-use import policy, along with the 

Treatment IND regulation, as Party achievements.41  This signaled a period of cautious 

alliance-building between some AIDS activists and right-wing advocates of deregulation, 

during which conservative think tanks published tracts knitting older “drug lag” 

arguments to the specific complaints of the new activists.42  AIDS groups received such 

ideas with attitudes ranging from deep skepticism to enthusiasm, with some activists 

assiduously marking the distance between their own agenda—which concerned only 

“life-saving drugs for life-threatening disorders”—and the “Bush/Wall St. 

Journal/Heritage Foundation agenda,” and others collaborating openly with the likes of 

the Competitive Enterprise Institute.43  Activists seized conservatives’ attention most 

fully—as well as that of the federal government, national media, and the public—in 
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October 1988, when ACT-UP organized an action at the FDA attended by 1000 

protesters, following an unfurling of the Names Project AIDS Quilt on the National 

Mall.44   

The protesters called for:  access to drugs that performed well in Phase I trials; the 

prohibition of double-blind, placebo-controlled trials for AIDS patients; that clinical trial 

participants not be barred from taking prophylaxis against opportunistic infections 

alongside INDs; that clinical trials be made more inclusive of all populations affected by 

AIDS; and that both government and private health insurers reimburse for investigational 

drugs.45  As Epstein and Carpenter both point out, the FDA protest marked a turning 

point for the movement of AIDS activism, a sort of apogee in activists’ critical focus on 

the drug agency itself.  After the protest, activists became more directly engaged as 

participants in FDA’s policymaking processes, and their critique of research, 

development, and dissemination of AIDS treatments grew more sophisticated and 

expanded to encompass other entities, public and private.46   

As AIDS activists gained access to internal FDA policymaking processes, and 

began to grapple with the nuances of drug research and regulation, disputes persisted 

between advocates for people with AIDS and advocates of strong federal pharmaceutical 

regulation, but such disputes became more multi-dimensional and less ideological and 

irreconcilable in nature.  This shift occurred, Epstein explains, as the activist social 

movement evolved from relatively uniform, militant pursuit of the goal of getting 

experimental “drugs into [the] bodies” of infected people to a much less unified pursuit of 

the more complex end of “good science.”  In the early 90s, activists would engage in 

debate over the criteria for safety and efficacy of treatments for life-threatening diseases, 
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press for a new regulatory framework to expand access to experimental drugs outside of 

clinical trials, and attempt to alter the structuring of clinical trials.  Meanwhile HRG 

sought to ensure that such innovations would not be unduly applied to drugs for non-life-

threatening conditions or compromise the fundamental integrity of drug review.47  HRG 

also attempted, gingerly, to hasten the process by which AIDS activists were turning the 

focus of their advocacy toward points outside FDA’s purview, further up the line of drug 

development.   

 Seemingly, in response to the ACT-UP protest (and, many speculated, in 

anticipation of the imminent presidential election), in October 1988 FDA announced new 

procedures for INDs, emphasizing candidate George Bush’s instrumental role in 

developing them.  AIDS groups, HRG, and liberal congressmen all suggested the move 

was politically motivated and represented no change of substance.48  AIDS groups 

suggested the FDA’s proposal to promote consultation between the agency and drug 

developers during early stages of testing represented nothing new, and that only an 

increase in funding for drug review and a more active effort by the agency to identify and 

nurture research on promising drugs would give the proposal significance.49  Although 

they remained concerned about the pace of review, the need to expand patients’ access to 

experimental drugs, and FDA’s vigor in its consultative role, the activists’ emphasis on 

the agency’s resources and ability to compel companies to consult with reviewers 

intimated their increasing awareness of the limits of FDA’s abilities and authority and 

increasing interest in how drugs entered the pipeline of drug development.   

For HRG, meanwhile, the questionable “new-ness” of the IND regulations had a 

related but different significance.  Because the Group was more single-mindedly 
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concerned about the repercussions of AIDS activists’ vocal criticism of the FDA for the 

agency itself and its drug approval process as a whole – long-threatened by proponents of 

deregulation – they found the IND regulations announcement objectionable, whether it 

indicated the possibility of real, fundamental change to the drug approval process or was 

simply a pre-election public relations ploy.  HRG expressed its hearty support for early 

consultation between AIDS-drug sponsors and FDA officials, but voiced specific 

concerns regarding ambiguities in IND proposal’s wording that might have allowed it to 

erode FDA’s standards for assessing drug safety and efficacy or be perceived as 

encompassing all drugs and not only those for life-threatening diseases.50   

Whereas AIDS activists criticized FDA for remaining passive (albeit with a 

growing recognition of the limits of the agency’s abilities to coax good drugs into the 

pipeline) the Group criticized FDA on the same count it had in the early 80s, when “drug 

lag” rhetoric was first at its height.  The agency, HRG alleged, was fueling the recent 

“considerable criticism concerning its role in reviewing AIDS drugs”—much of which 

was, in the Group’s view, “caused by the public’s lack of understanding of the FDA’s 

[mostly passive] role in the drug approval process”—by “taking highly publicized actions 

that give the impression that it is a bottleneck that is inhibiting the marketing of AIDS 

drugs” (emphasis in original).51   

 In the following year, AIDS activists and HRG would participate—and carefully 

negotiate each other’s participation—in debates over: 1) the next proposal FDA 

considered for institutionalizing expanded access to experimental drugs, referred to as the 

“parallel track”; and 2) how FDA should judge efficacy of treatment for life-threatening 

diseases, in particular the use of “surrogate markers” for efficacy, such as lowered CD4 
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counts in blood levels of HIV-positive patients, rather than staving off opportunistic 

infections and death.  Wolfe, Schultz, and representatives of AIDS advocacy groups, 

including ACT-UP appeared, for instance, before the National Committee to Review 

Current Procedures for Approval of New Drugs for Cancer and AIDS in the summer of 

1989.52  The committee, chaired by Louis Lasagna (and therefore known as the Lasagna 

Committee), as Carpenter observes, “brought many of the agency’s critics from the drug 

lag era and the cancer wars [the National Cancer Institute (NCI) had long battled with 

FDA for power over new drug review for cancer drugs] into an institutional fold.”53  

Veteran AIDS activists later recalled their groups’ appearance before the Lasagna 

Committee both as a key moment in government’s recognition of representatives of 

people with AIDS as parties to the policymaking process and a “loss of innocence” for 

the treatment activism movement—a crossing over from “outside” to “inside.”54    

The head of the National Institute of Allergy and Infectious Diseases (NIAID), 

Anthony Fauci (who had entered NIH in the same cohort as Wolfe in the late-60s and 

whom Wolfe had long consulted on areas of overlap between the Institute’s and HRG’s 

work), had embraced the parallel track proposal then on the table.  The proposal would, 

in Fauci’s words “provide promising drugs to some people with AIDS at the same time as 

the drugs are undergoing rigorous [Phase II] clinical trials… if [such patients] were 

unwilling or unable to participate in the normal clinical trial.”55  HRG had spoken out 

against the related proposal made by Project Inform in collaboration with the Competitive 

Enterprise Institute the prior year, which proposed that drugs not approved as safe and 

effective by FDA still be allowed to be sold, but argued before the Lasagna Committee 

that expanded access through a parallel track was appropriate, as long as drugs in the 
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parallel track program were plausibly efficacious and distributed at no cost—ideally 

through an expanded version of the existing Treatment IND regulatory framework.56  

Wolfe also compared the proposed inclusion of patients on panels that would monitor 

“the parallel track experiment” to the inclusion of consumer representatives on advisory 

committees, calling it “critical.”57  

Despite his opposition to the changes that AIDS activists had helped secure in the 

regulation of importation of drugs, Wolfe stated that he had been “moved by AIDS 

patients,” and praised their activism.  “I believe that the AIDS patients, their friends and 

their allies,” Wolfe stated, “particularly because of their previous sophistication from 

having been battered about in other political contexts, have taken charge. They have 

become good patients, and good patients’ advocates.”58  The same day that HRG went 

before the Lasagna Committee, Project Inform, ACT-UP, and Fauci all testified on the 

parallel track before Waxman’s subcommittee.59  Two months later, in a proto-parallel-

track program developed by NIH and FDA in collaboration with manufacturer Bristol-

Myers, the company began distributing widely and at no cost one of the experimental 

drugs of most interest to AIDS groups, dideoxyinosine (DDI), just as the drug entered 

Phase II clinical trials.60  In May 1990, HHS formally proposed the parallel track for 

AIDS drugs, and in June Hoffman-LaRoche began distributing zalcitabine (DDC)—a 

nucleoside analogue drug similar to AZT and DDI—in like fashion.61  The federal 

government finalized the parallel track program two years later.62     

 Also at issue in the Lasagna Committee’s deliberations and policy debate over 

drug approval in these years were criteria for determining treatments’ efficacy—in 

particular, how consideration of surrogate endpoints should figure in FDA’s drug-
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approval process. Surrogate endpoints (or “markers”) had, for a long time already, 

figured in FDA approvals of drugs for other diseases – such as those for cholesterol-

lowering drugs and blood pressure drugs as treatments for heart disease and tumor-

reducing drugs as treatments for cancer.  “Approving a drug on the basis of a surrogate 

marker necessarily implied greater uncertainty about the actual effects of the drug against 

the disease for which the marker is a stand-in,” Epstein explains, and surrogate markers 

as yet had no “history…whatsoever in AIDS,” but “it was more or less accepted course of 

action for life-threatening diseases, since it could speed up the decision-making process 

considerably.”63  As discussed in Chapter 5 of this dissertation, in the 70s, with the 

introduction of new cholesterol-lowering drugs and hypoglycemics, HRG had questioned 

FDA’s wisdom in enabling clinicians to move from diagnosis by surrogate markers of 

diseases that were not yet immediately life-threatening—lipid levels and blood sugar as 

surrogates for heart disease and diabetes—to particular treatments or prevention via 

pharmacotherapeutic manipulation of those markers.  

 FDA had long considered surrogate endpoints in drug review, but as Carpenter 

points out, it was in 1987 that the agency had begun grappling with whether to formalize 

use of surrogate endpoints in the form of regulations or guidelines for clinical 

investigators, during discussions with National Cancer Institute (NCI) officials about 

clinical trials of cancer drugs.64  In 1988 and ’89, FDA carefully negotiated use of 

surrogate markers—namely tumor size in place of survival data—issuing some approvals 

based on surrogate markers but retaining as much flexibility as it could to demand 

survival data, depending on the nature of the cancer at issue.65  At this point, AIDS 

activists also began to look to surrogate markers as the way to see promising drugs—
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DDC and DDI, in particular—approved and distributed to people with AIDS more 

rapidly.66  

AIDS activists’ and HRG’s respective positions in debate over surrogate 

endpoints, as they developed over several years, indicate some of the changes that the 

AIDS movement underwent in this period, and how these changes impacted the 

relationship between these different segments of consumerism.  There was much 

uncertainty about if and how various biomarkers might be trusted as surrogates for the 

opportunistic infections and mortality that characterized full-blown AIDS.67  Activists 

generally embraced the use of surrogate markers, but a divide developed between those 

on the west coast, particularly at Project Inform, who enthusiastically advocated 

approving drugs based on their effect on patients’ CD4 counts (numbers of T-cells in 

blood), and east-coast activists, particularly the Treatment and Data Committee of ACT-

UP NYC, who were more cautious, mindful of past instances in which drugs that 

favorably affected surrogate markers ultimately adversely affected the endpoints for 

which the markers substituted.68   

An Institute of Medicine (IOM) workshop on the issue of “Surrogate Endpoints in 

Evaluating the Effectiveness of Drugs against HIV Infection and AIDS” in late 1989 

arrived at no resolution.69  The Lasagna Committee, when it issued its recommendations 

in 1990, strongly urged FDA to approve anticancer drugs that reduced tumors by a large, 

fixed percentage, but as FDA officials stated during a press conference in response to the 

Committee’s report, with respect to both cancer and AIDS drugs, the agency would not 

“wholesale embrace or wholesale reject endpoints.  We use them when we think they’re 
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credible, advisable, clinical trial endpoints, and we’re cautious in using them at other 

times.”70 

 In the cases of DDC and DDI, though, where there was limited but compelling 

evidence to indicate that the drugs, particularly in combination with AZT, might benefit 

people with AIDS, FDA was in a difficult position.  As one expert-activist explained, 

“With only this one small study available, it would have been difficult to say, ‘Here, take 

this’ to tens of thousands of people. Yet it would also be unacceptable to say, ‘You can’t 

have this’ to those who had studied the matter and made an informed choice.”71  In late 

1990, some 200 AIDS activists and physicians petitioned FDA to approve the two 

drugs.72  The New York Times reported that the document was “believed to be the first 

citizen petition to call for the agency to move quickly to approve drugs,” and that the 

“idea for submitting the petition came from Dr Sidney Wolfe.”73  Project Inform, one of 

the petitioners, explained that the petition was one of multiple methods by which AIDS 

groups were seeking the drugs’ approval.  The Times reported that the collaboration with 

HRG began when one San Francisco AIDS activist, James Driscoll, had persuaded his 

fellow advocates to meet with Wolfe, even though some of them initially rejected the 

idea, viewing Wolfe as an obstructionist where new drugs were concerned and suggesting 

they should occupy HRG’s offices, instead.  The result of the meeting, Driscoll said, was 

that they “discovered that he understood our point of view better than we had thought.”74  

 HRG, however, strongly opposed another measure aimed at speeding drugs like 

DDC and DDI to market that San Francisco AIDS activists supported:  the proposal that 

FDA be enabled to issue “conditional approvals” for promising but as-yet-untested drugs, 

allowing manufacturers to market the drugs but also compelling them to perform 
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postmarket studies upon which continued licensing would be dependent.75  The New 

York-based advocates had more reservations about this proposal, concerned that it would 

undermine researchers’ ability to collect sound data on such drugs—a point of view 

shared by HRG and its allies in Congress, Waxman and Weiss.76  The year before, PC 

Litigation Group’s William Schultz—the lawyer who had worked most closely with 

HRG for the prior 14 years—had become Counsel to Waxman’s Subcommittee on Health 

and the Environment (where he would remain until 1994) and exerted a strong influence 

on Waxman’s FDA oversight.77  Waxman expressed to FDA’s newly appointed 

commissioner, David Kessler, the same concern that Wolfe and Schultz had raised at the 

outset of the parallel track—that conditional approval would allow companies to market 

and promote unsafe or inefficacious drugs.78  Waxman’s intervention prompted Project 

Inform’s director to ask that the congressman back off in his opposition to conditional 

approval and, specifically, “muzzle” Schultz, who had been particularly vocal in debate 

over the proposal.79   

Waxman had already raised the ire of AIDS activists in May 1990 and again in 

March of 1991, when he proposed to amend the Orphan Drug Act in such a way as to 

stop what he saw as abuses of the law by profit-mongering drug companies.  He asked 

that market exclusivity not be granted to any company when more than one 

simultaneously developed an “orphan” drug and that treatments for AIDS and other 

diseases that begin by affecting small numbers of people but soon affect large ones not be 

considered “orphan” drugs.80  Public Citizen’s Congress Watch urged Waxman’s 

subcommittee to support the proposal in 1990, while the Wall Street Journal editors 

condemned it.81  The following year James Driscoll’s opinion piece on the Journal’s 
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editorial page echoed the editors:  only a few months after Driscoll had brokered 

collaboration with HRG on the citizen petition, he wrote derisively in reference to the 

Orphan Drug Act proposal that “Waxman has apparently entrenched himself in a 1970s-

style ‘consumer protection’ ideology.”82  Driscoll pointed to “regulatory reform, such as 

that proposed” by the Lasagna Committee as the way forward:  “Supporting private 

sector incentives for AIDS drug research and expediting approval of those drugs may 

well cut against the grain of Mr. Waxman’s old-style consumer protectionism,” he wrote, 

“but we hope that he will update his thinking.”83   

At the end of the year, the Bush administration, which had vetoed the initial 

amendments to the Orphan Drug Act and continued to press back against Waxman’s and 

other congressmen’s subsequent reform efforts, generated its own proposal based on the 

Lasagna Committee recommendations.  In November, Vice President Dan Quayle’s 

Council on Competitiveness—the administration’s engine for “regulatory reform,” which 

had embraced “conditional approval” at the FDA—announced its plan for “improving the 

nation’s drug approval process.”  The plan entailed farming out review of many drugs to 

private contractors and a new “flexible interpretation of the efficacy standard” that would 

compel FDA to “make a deliberate effort to interpret the statutory requirement of efficacy 

in a manner that maximizes rather than limits a drug’s potential for approval and takes 

into account the risks to human life and health that may result from delay of new 

treatments.”  The Vice President’s Council planned to exempt companies from punitive 

damages in product liability suits regarding FDA-approved products and enable FDA to 

approve drugs based on reviews by foreign regulatory bodies and rely more heavily on 

surrogate markers in assessing drug efficacy.  Finally, the plan would allow university 
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IRBs, instead of the FDA, to oversee clinical trials of investigational new drugs.84  Public 

Citizen responded swiftly.   

Wolfe said the plan would “bloody Americans with the drug industry’s wish list 

of anti-consumer actions.”  He asserted in particular that privately contracted reviewers 

would “endanger the objectivity of review” and that the unique rigor of American drug 

approval had prevented marketing of “dozens of drugs…which have had to be pulled off 

the market [abroad] after many people were killed or injured.”85  Congress Watch 

speculated that “the pharmaceutical industry was intimately involved” in the development 

of the recommendations, bemoaning consumer groups’ exclusion from the process and 

the way in which “the Quayle Council exempts itself from public accountability and even 

the Freedom of Information Act.”86  HRG promptly conducted its third survey of FDA 

medical officers with reference to the “White House Council on Competitiveness Plans to 

Change the Drug Review Process.”  The questionnaire asked what officers thought of the 

three features that most concerned the Group:  devolving decisionmaking about the 

initiation of clinical trials of new drugs to IRBs, “farming out the review of [NDA]s to 

non-FDA reviewers,” and “U.S. recognition of foreign approvals.”87  Out of the 121 

physicians who received the survey, 47 replied, and HRG reported in a December press 

release that an “overwhelming majority” of these were “opposed to all three of the… 

plans to weaken the process of reviewing new drugs.”    

In February, Wolfe wrote Comm. Kessler, outlining HRG’s concerns regarding 

the proposed devolution of authority over IND application to local-level IRBs from the 

FDA, promotion of U.S. recognition of foreign approvals of new drugs, and the use of 

external reviewers.88 A PC Congress Watch attorney also signed onto a letter to the FDA 
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expressing concern about the international “harmonization” arrangements (by which 

certain industrialized nations and the U.S. would accept one another’s standards and 

regulations) that would facilitate acceptance of foreign drug approvals.  Writing in 

response to the first International Conference on Harmonization held in Brussels in 

November, the attorney and other signers argued that “harmonization, if carried to its 

logical conclusion, will gut federal and state regulations, replacing them with uniform 

international regulations created by distant, undemocratic and industry-influenced bodies 

that provide substantially lower levels of protection than current United States laws.”  

The letter’s authors also requested consumer inclusion in harmonization efforts.89   

In March, PC followed up with a report entitled ““The Quayle Council on 

Competitiveness:  The Campaign Finance Connection,” which analyzed four of the 

Council’s interventions, including “diluting FDA’s drug approval process,” and “found 

that Council acted to benefit firms that had given a torrent of contributions to the Bush-

Quayle campaign.”90  Two weeks after that, Wolfe testified in a hearing Rep. Weiss held 

on the Council’s proposed changes to drug approval—the only witness to appear at the 

hearing apart from Comm. David Kessler—and called the proposed reforms “the biggest 

threat yet posed to the safety of prescription drugs for American patients… in the 20 

years since Ralph Nader and [he] started the Public Citizen Health Research Group.”91  

In support of his arguments against the Council’s proposals, Wolfe cited the way 

in which “the integrity of data submitted by drug companies to FDA ha[d] been 

increasingly questioned in the past decade,” pointing to the high-profile market 

withdrawals of Oraflex, Selacryn, and the antidepressant Merital and the guilty pleas the 

drugs’ manufacturers lodged when prosecuted for withholding data.  The Quayle 
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Council’s “proposals for ‘external review’ or ‘third-party review,’” in particular, as 

Carpenter explains, “mounted an attack on the Administration’s core functions.  If non-

FDA review cleared a pathway to market, the Administration’s gatekeeping power, 

conceptual power, and directive power would be radically diminished.”92  These core 

functions, Wolfe implied, could under no circumstances be safely privatized.  In 

Carpenter’s account, “agency officials fought back against this thrust [the Quayle Council 

proposals] with a parry of rhetoric, internal reform, and acquiescence.”93  The extent to 

which these latter three varieties of action constitute “fighting back” or compromise is 

debatable, however, and while HRG and its congressional allies saw some of their 

demands met in the short term, HRG’s very closest partners in Congress were, at the 

same time, helping engineer the Prescription Drug User Fee Act (PDUFA)—what 

Carpenter calls “the Administration’s primary move of acquiescence” to the Quayle 

Council and its supporters.94   

The most immediate outcome of the Council’s controversial November proposals 

was the implementation in April of several regulatory changes, but as the Washington 

Post reported, “two of the most controversial changes proposed in November…[which] 

had been criticized by some consumer groups and several prominent House and Senate 

Democrats”—harmonizing drug approval and devolving authority over initiation of 

human drug testing to IRBs—“were not included in the package.”95  A much-modified 

version of the international harmonization component appeared and reflected greater 

continuity with earlier practices, stipulating only that the European Community, Japan, 

and the US would accept one another’s drug safety data based on animal testing if it had 

been carried out in accordance with mutually-agreed upon guidance from the nations’ 
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regulators.96  HHS did finalize the parallel track program and a new version of the 

“conditional approval” proposal (now called “accelerated approval”), which combined 

reliance on surrogate endpoints with mandated postmarketing studies, but as Rep. 

Waxman observed, these programs had long been moving toward implementation.97  

Indeed, in February 1991, an FDA advisory committee had accepted use of CD4 counts 

as a surrogate marker of the efficacy of drugs in the AZT family, which made the 

approval of DDI possible, and just after the April 1992 reforms another advisory 

committee met and recommended the new “accelerated approval” for DDC on the same 

basis.98   

HRG, nonetheless, continued to voice its concerns about accelerated approval and 

too broad a reliance on surrogate markers for determining efficacy in drug approval, 

writing in its comments on the new regulations, “we believe that the requirement that 

surrogate endpoints are ‘reasonably likely, based on epidemiologic, therapeutic, 

pathophysiologic, or other evidence, to predict clinical endpoint other than survival or 

irreversible morbidity’ is not restrictive enough to assure adequate consumer 

protection.”99  Words used in the regulation, HRG maintained, “allow drug manufacturers 

too much latitude for claiming that there is a correlation between surrogate endpoints 

affected by their drugs and clinical endpoints.”  The Group accepted FDA’s use of CD4 

counts to approve nucleoside analogues (AZT, DDI, DDC), but argued that “the first time 

that a particular surrogate marker is being considered for its clinical relevance, such as 

was the case with AZT, it cannot be possible to approve based on the surrogate marker 

alone.”  And even “once the correlation has been established,” they argued, as it had been 

with DDI and DDC, “it should only be used for subsequent drugs (without adequate 
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clinical evidence) if there is a very strong effect on the surrogate marker or…if…there is 

an additional surrogate marker which corroborates the results of the first.”  HRG also 

expressed concern about potential off-label use of drugs receiving accelerated approval, 

the FDA’s past inability to successfully compel companies to conduct postmarketing 

studies, and the “somewhat expedited” but inadequate provisions the new policy included 

to withdraw drugs found to be dangerous or ineffective (the Group recommended the 

same procedure as for drugs deemed an “imminent hazard”).   

These positions that HRG took on accelerated approval in 1992 anticipated by a 

year changes that would take place within the AIDS activism movement as evidence 

began to appear that suggested CD4 counts might not be a reliable surrogate endpoint.100  

In 1993 and 1994, as Epstein chronicles, when a study in the Lancet suggested that CD4 

“could not be considered predictive of long-term treatment differences,” some advocates 

“reacted defensively” to the results, “worried that the initial reports … would fuel a 

backlash against the changes that had been instituted at the FDA to approved drugs more 

rapidly.”101  Others began to exert direct pressure on manufacturers that had benefited 

from accelerated approval to conduct the promised postmarketing studies and questioned 

other activists groups’ acceptance of drug industry funding.  At a 1994 FDA advisory 

committee meeting, more than forty activist groups presented perspectives—many in 

conflict—on the issues involved in accelerated approval.102  The Treatment and Data 

Committee of NYC ACT-UP “activists did not call for an end to accelerated approval, 

but they issued a hard-hitting evaluation of the program to date,” and concluded that 

accelerated approval should only continue if new and better surrogate markers could be 

identified.103  All segments of the increasingly fractious ranks of treatment activists, 
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writes Epstein, “seemed to reflect the same underlying disquiet”:  nucleoside analogues 

were not the fundamental problem – “it was the whole state of the science” of AIDS and 

AIDS treatments.104 

 HRG’s fears were also confirmed over the subsequent decade when, as Carpenter 

documents, “…something of a cottage industry dedicated to the discovery of biomarkers 

and surrogate endpoints arose and flourished within American academics.”  FDA began 

to make “exceptions to [its] previous insistence on final clinical endpoints…in realms far 

away from cancer and AIDS,” assessing the efficacy of antibiotics for treating infectious 

disease, even, on the basis of the length of “time to defervescence” (fever reduction).105  

The “FDA Modernization Act of 1997” (FDAMA) codified the standard for reliance on 

surrogate markers in drug approval that had become common practice at the agency over 

HRG’s objections, namely using markers that were “reasonably likely… to predict 

clinical benefit.”   

 Yet, the component of the reform that resulted directly from the Lasagna 

Committee’s recommendations and the Quayle Council’s proposals that had the furthest-

reaching repercussions was the pilot program that engaged “outside experts” to “review 

certain routine types of applications.”106  It was the looming prospect of privatization of 

FDA’s central functions that motivated legislators to generate FDAMA’s predecessor, 

PDUFA.  The 1992 PDUFA transferred the expense of FDA’s own drug review to drugs’ 

industry sponsors, thereby fending off efforts to privatize FDA drug-review functions that 

would have been modeled on the pilot external reviewer program.107  In considering the 

limits of what HRG’s long-honed, pragmatic approach to consumer advocacy around 

pharmaceuticals has been able to accomplish, it is significant that former PC attorney 
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William Schultz—as the Waxman staffer most directly responsible for PDUFA—was a 

driving force behind the bill’s passage and that HRG did not raise objections when the 

bill became law in late 1992.108   

In the mid 80s, FDA under Comm. Frank Young and the Reagan administration 

had first considered a user fee arrangement—whereby the sponsors of a new drug would 

pay a fee preceding their application for the drug’s approval which would defray FDA’s 

drug-reviewing expense.109  But, largely because the pharmaceutical industry and 

conservative congressmen, in Carpenter’s words, “thought that rank deregulation was 

preferable to throwing money in the form of user fees at the FDA problem…user fees 

were continually discussed but did not take institutional hold.”110  Comm. Kessler, as 

Schultz recalls, “was very supportive” of the user fees idea, because “[h]e really thought 

they [FDA staff] were just dying and they could not do what they needed to do without 

the funds and… it was clear the Bush Administration wasn’t going to ask for them.”111 

Kessler and colleagues, Schultz, staffers for Rep. John Dingell, and staffers for Sens. 

Orrin Hatch and Ted Kennedy, persuaded the manufacturers—who were concerned that 

the tax they would pay under the program would go into general government coffers and 

not benefit their own applications directly—that they would see shorter review times with 

user fees in place.  Advocates of user fees also secured buy-in from AIDS groups, other 

congressmen, and the Bush administration.112  Wolfe describes HRG as having been 

“neutral” about PDUFA at the time it became law at the end of October 1992.113  But 

HRG’s “neutrality” was an attitude adopted pragmatically, under some duress, and 

rapidly dissipated. 
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 HRG agreed that “when first put forth in 1992, PDUFA appeared to be a 

reasonable attempt to improve a drug review process reeling under chronic, imprudent 

under-funding of the [FDA] by Congress.”  Soon, however, the Group came to look on 

the law as having “all sorts of strings attached” and its sunset provision, which required 

its reauthorization every five years, as a hazardous “re-opening” of the FDC Act that 

granted “the drug industry and its paid advocates in Congress the opportunity to play 

mischief with the Act.”114  When the law was up for its first reauthorization in 1997, 

HRG still called PDUFA itself “noncontroversial” and advocated that it be decoupled 

from other reforms conservative congressmen were proposing to speed drug review, 

including codifying expanded reliance on surrogate markers and reducing the number of 

clinical trials that sponsors needed to present to reviewers to obtain approval from two to 

one.115   These measures passed alongside PDUFA’s continuation as part of the FDA 

Modernization Act of 1997 (FDAMA), however, and in the following years HRG began 

to suggest that “sections of PDUFA [itself]… should be revoked or modified.”116   

In 1998, pharmacologist Elizabeth Barbehenn (who had helped approve the first 

statin) defected from FDA’s drug-reviewing staff after fourteen years to join HRG.  She 

cited new, inflexible deadlines to which drug reviews were subject and supervisors’ 

increased tendency to “knuckle under” when pressured by drug sponsors, at the expense 

of their own staff’s recommendations.117  Soon after, the Group conducted its fourth and 

most sophisticated survey of the agency’s medical officers.  HRG concluded that 

elements of both PDUFA and FDAMA were degrading conditions of drug review, that 

user fees should be used not only for pre-market review but post-market surveillance, and 

that the HHS Inspector General or the GAO should investigate falling standards in drug 
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review.118  Based on the responses of 51 (out of 172) medical officers, HRG alleged that 

PDUFA had resulted in pressure on the officers to rapidly approve drugs and 

inappropriate influence of drug sponsors on reviewers, directly or through supervisors.  

The law, moreover, had fomented growing reliance on labeling to address safety concerns 

rather than denial of approval, reliance on post-marketing studies to resolve safety or 

efficacy concerns outstanding at approval, and more frequent overriding of medical 

officers who recommended against approval by supervisors.   

As Carpenter describes, “the user fee laws shaped drug review with a mechanism 

that was similar to the ‘December effect’ that had governed NDA approval from the 

1970s through the early 90s…  the December effect all but disappeared in the user fee 

era, only to be replaced by… a piling of approvals in the [PDUFA-imposed] deadline 

month.”119  By 2000, HRG was advocating PDUFA’s repeal outright, arguing that 

“PDUFA-FDAMA is an unmistakable warning that user fees collected to finance the 

review of new drugs are bad public policy and that this scheme for funding the FDA must 

be regarded as a failed experiment.”120      

PDUFA came under wider-spread criticism throughout the early ‘00s, as FDA 

continued to approve drugs more rapidly, with increasing reliance on postmarketing or 

“Phase IV” studies that manufacturers promised—but were under no legal obligation—to 

conduct once their product received approval.121  HRG had continued to assiduously 

petition for restriction or removal (and/or highlight FDA’s restriction or removal) of 

recently-approved prescription drugs from the market during the 90s, and by 2000 was 

suggesting that a recent flurry of such actions correlated with the new legislation and 

changed environment at FDA.122  As Carpenter points out, both the press and the medical 
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journals soon began to echo these concerns.123  A Los Angeles Times journalist won the 

Pulitzer Prize for a series entitled “How a New Policy Led to Seven Deadly Drugs”—

three of which drugs HRG had petitioned the agency to remove from the market and five 

of which the Group had highlighted at an FDA public meeting two months before the 

newspaper published the first piece.124  The editor of the British journal Lancet argued 

that FDA’s approval and handling of safety concerns regarding the irritable bowel drug 

Lotronex indicated a “fatal erosion of integrity” at the agency, citing both HRG’s 

extensive efforts to have the drug removed from the market and the Group’s 1998 survey 

of medical officers.125   

In the middle of the decade, following the removal of rofexicob (Vioxx, the first 

in a class of NSAIDs called a COX-2 inhibitor) from the market in 2004, congressmen 

began to amplify these concerns.126  “Even by modern standards,” writes Carpenter, 

Vioxx’s “clinical development and testing were quite rapid.”127  When FDA began to 

consider COX-2 drugs for approval in 1998, HRG voiced concerns, arguing that 

“purported new classes of drugs such as [COX-2 inhibitors] offer not only new 

mechanisms of action, but also new mechanisms of potential toxicity and the possibility 

of a new spectrum of side effects.”128  When new studies began to implicate rofecoxib in 

heart attacks, HRG supported calls from epidemiologists within FDA’s Office of Drug 

Safety—which oversees monitoring and analysis of adverse event reports to identify 

problems not discerned during the drug approval process—to issue strong, black-box 

warnings on drugs in this class.129  FDA did not elect to impose the black-box warnings, 

and in 2004 Sen. Charles Grassley held highly-publicized hearings that featured David 

Graham, a whistleblowing leader among these epidemiologists.  Throughout the second 
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half of the decade, scrutiny of the agency in Congress, the press, and medical literature 

increased—although Wolfe still views the recent attention as pale in comparison to that 

which existed in the two decades preceding PDUFA.130           

In 2006, the Institute of Medicine (IOM) and the Government Accountability 

Office (GAO) both published reports expressing grave concerns about the FDA’s ability 

to assess the safety and efficacy of drugs, and Senators Ted Kennedy and Michael Enzi 

developed a drug safety bill aimed at addressing some of the problems the documents 

highlighted.131  The next year, HRG once again opposed PDUFA’s reauthorization, as did 

Daniel Carpenter—independently of Public Citizen and alongside an array of 

distinguished colleagues that included Marcia Angell, Philip Lee, former- and future-

OSHA directors Eula Bingham and David Michaels, and former Director the FDA’s 

Bureau of Drugs J. Richard Crout.132  Bolstering their assertion with the opinions of four 

former FDA commissioners who had participated in a George Washington University 

conference on the subject, the latter group echoed HRG in arguing that “the nation would 

be better served if Congress directly appropriated the money the FDA needs to do its job 

right, without the constraints imposed by PDUFA.”   

The Food and Drug Administration Amendments Act (FDAAA) of 2007 

ultimately did reauthorize PDUFA, but also integrated significant provisions from the 

Kennedy/Enzi bill that empowered FDA to mandate postmarketing studies, compel 

labeling changes after approval, and restrict drugs’ distribution.  The bill also apportioned 

$225 million over five years for bolstering the Office of Drug Safety (renamed the Office 

of Surveillance and Epidemiology) and aimed to modernize the agency’s capacity to 

gather data about adverse events.133  “Although Congress has acted,” wrote Bill Schultz 
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of FDAAA’s passage at the time, “whether FDA will be permitted to use its new 

authorities to protect the public health remains to be seen.”134  In October 2010, when 

FDA acted to place warnings on the bisphosophonates class of drugs used to treat 

osteoporosis and drastically restrict use of the world’s best-selling Type II diabetes drug 

Avandia (the latter action culminating a decade of HRG efforts to see the drug restricted 

or banned), the New York Times reported that the agency still used its power to mandate 

postmarket studies “sparingly” and quoted Carpenter as calling FDA’s postmarket 

regulation “a wide-scale institutional failure.”135   

Wolfe and Lurie (who left HRG in 2010 to take a high-level position in the 

Obama administration’s FDA, under a deputy commissioner who had interned with HRG 

for a year as a medical student) both agree that postmarketing surveillance is a crucial, 

long-neglected frontier in pharmaceutical regulation and look on the provisions of the 

FDAAA devoted to the improvement of such surveillance as essential developments, the 

promise of which is yet to be realized.  They are reluctant, however, to emphasize 

postmarket regulatory activity—as Carpenter and many others have in policy debate—as 

“the future” of the FDA.136  “Postmarketing surveillance being used instead of pre-

marketing vigilance is a terrible idea,” says Wolfe.  “[P]articularly with the majority of 

drugs that aren’t breakthrough drugs, if you’ve got a pre-approval question it should be 

answered before the drug is approved, not afterwards.”137  “You have to worry about the 

emphasis on postmarketing surveillance to the extent that it becomes a kind of secondary 

prevention for adverse drug reactions,” reflects Lurie.  “Primary prevention of adverse 

drug reactions is pre-market emphasis.”138   
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Wolfe’s skepticism of the public-health value of most drugs under FDA review, 

and Lurie’s language of “prevention” reflect more than a simple refusal on the part of 

HRG to adapt to the present-day reality of an aging population whose chronic diseases 

result in their taking medication over so many years that it has become impossible to test 

new drugs pre-market for adequate lengths of time.  It reflects a history of thought and 

activism around pharmaceuticals and pharmaceutical regulation that reaches back not 

only to HRG’s founding in 1971, but to the ‘30s, ‘40s, and ‘50s.  In these decades, the 

U.S. was adapting its social and economic policies to the already-present reality of the 

“epidemiologic transition” from infectious to chronic disease and, as part of that 

adaptation, laying the foundations of modern pharmaceutical regulation at the FDA. 

Carpenter observes that “the failure of [FDA epidemiologists] to gain acceptance of their 

recommendations [about COX-2 inhibitors] in 2001 and 2002 demonstrated the 

continued centrality of pharmacology (and the methodology of prospectively designed, 

randomized, controlled trials) [in contradistinction to retrospective, observational studies] 

at the Administration”—a centrality that Carpenter meticulously locates in the postwar 

period and ‘50s.139  This dissertation has argued further, however, that clinical trials’ utter 

centrality at FDA was neither an accident of history nor an inevitable development, and 

that conflict over how epidemiologic methods could and should serve FDA was also 

present long before the PDUFA-years pitted the agency’s pre-market-focused medical 

officers against its postmarket-focused epidemiologists.   

When Wolfe founded HRG in 1971, he readily understood the value of 

randomized controlled trials in determining the safety and efficacy of drugs.  In debating 

the value of pharmaceuticals, he regularly argued his position not only in the chemical 
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terms of toxicology, but in the terms of study design and data analysis—clinical 

pharmacology’s methods for rigorous evidentiary analysis.  Fresh as Wolfe was from his 

experience with the Medical Committee for Human Rights (MCHR), however, he also 

recognized that the political environment of the late-40s and 50s had made epidemiology 

at the FDA—as elsewhere—the “handmaiden” of clinical practice.  HRG thus sought to 

make FDA more active not only in using epidemiologic methods to curb drug-induced 

illness but in bringing the pharmaceutical market into line with public need as the era’s 

more politically-engaged “social epidemiologists” might define it.   

In the ‘70s HRG’s work at the FDA could be more readily construed as both an 

effort to boost drug safety and a component of the larger social-medical project of urging 

government to address public health problems preventively – through welfare programs, 

primary health care, occupational health and environmental regulation, and differently-

oriented health research – rather than with acute-care and pharmaceutical treatments.  

But, over time, setbacks dealt to each component of this larger project rendered the 

connections between the various components less visible.  Thus by the late-80s, when the 

aggressive AIDS activist group Project Inform urged FDA not “only to protect the public 

from ineffective or dangerous therapies” but to “take an active stance to promote the 

nation’s health,” in Epstein’s words, the group saw itself as seeking to “reframe the very 

purpose of FDA.”140  Attuned primarily to the urgent, unmet need for AIDS drugs, 

Project Inform did not view FDA as being engaged, yet, or at least not responsibly and 

responsively so, in a complex calculus of health promotion in which drug approval or 

disapproval had vast repercussions for clinical and public health practice and the very 

definitions and distribution of disease.  Likewise, such treatment-focused AIDS groups, 
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particularly early on in their institutional lives, did not see HRG and “old-style consumer 

protectionism” as pursuing objectives of social justice or an adequately broadly-construed 

“public interest.”    

The changes that occurred in pre-market drug regulation in the 90s and the 

emphasis on postmarketing regulation in the FDA reform efforts of the ‘00s indicated not 

only the impact of the AIDS epidemic, but the limits to what HRG could accomplish with 

the kind of advocacy it had carried out in the prior three decades.  The 90s marked the 

passing of the ideal of FDA as a forceful regulator of clinical medical practice, well-

integrated within a larger public health system administrating non-pharmaceutical public 

health interventions as well as pharmaceutical-based ones.  The decade also witnessed the 

retrenchment of the acute-oriented logic of the “antibiotics race” to which CU had 

mutedly objected as it first began to shape pharmaceutical development and regulation in 

the 50s and that HRG actively sought to alter in the early-70s.  In these ways, by the ‘00s, 

HRG’s efforts to preserve and restore FDA’s function as “primary prevention against 

adverse reactions” were more isolated than they had ever been, not only because of the 

new postmarket thrust of FDA reform, but with respect to the Group’s own more 

“upstream” efforts at disease prevention—e.g. securing national health insurance and 

advocating for stricter occupational safety and health regulation—and the work of other 

groups who fought poverty and environmental degradation.      

 
 
PDUFA in Perspective 
 

At the close of Reputation and Power, Carpenter observes that “[a]t this writing 

[in 2010], the reputation and power of the [FDA] in the governance of pharmaceuticals 
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have waned appreciably” and cites as causes “the rise of libertarian models and 

conservative politics in the United States, the accretion of power to the global 

pharmaceutical industry, and the globalization of economic [sic] regulation.”141  Given 

that HRG spent decades seeking to alter precisely these developments.  Thus, in order to 

better understand the current state of both FDA itself and the public health that Congress 

committed the agency to promoting, and to speculate about the future of both FDA and 

public health matters entwined with pharmaceutical regulation, it is not as instructive to 

look for ideological sources of consumerist complicity with deregulation drives as it is to 

consider:  1) how HRG’s honed pragmatism equipped the Group to fare during the 

challenges posed to its ideals in the 90s; and 2) how changes within the broader consumer 

movement during the same period affected HRG’s advocacy and may yet affect the 

future of the Group and public health reform efforts more generally.   

The Group’s transient “neutrality” on the PDUFA—legislation that affected FDA 

more profoundly than any since the ’62 Kefauver amendments—hobbled HRG 

strategically, and effectively undermined many of HRG’s regulatory objectives.  For this 

reason, HRG’s response to PDUFA warrants further discussion.  Schultz’s reflections on 

PDUFA are uniquely useful in this regard because shortly after leaving Public Citizen, he 

became a primary engineer of the legislation, and while he agrees with much of the 

criticism HRG leveled at PDUFA’s implementation and its subsequent incarnations, he 

also very clearly views user fees as having speeded up drug review and spared the FDA 

from utter decimation when a Republican-controlled Congress under the Clinton 

administration tried aggressively to dismantle drug regulation in the mid-90s.142  

Observes Schultz, 
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I've always thought—and I think Waxman and Dingell would say the 
same thing—that the preferable way to fund [drug review] is through 
appropriations, so that would abolish [PDUFA].  …[I]t was not intended 
to fund two-thirds of the drug approval program.  The other thing is that 
over time the industry has been able to—you know and Republican 
Congresses and Republican administrations—to use PDUFA to really 
interject itself into the agency in a way that isn't necessarily beneficial.  I 
mean PDUFA has deadlines for meetings and all sorts of requirements and 
that was never what was intended.  It was intended to…speed up the drug 
approval process but not to require, impose all these requirements on 
FDA.143 
          

The goal of speeding up the drug approval process, Schultz argues, PDUFA fulfilled, and 

in this way “the law's successful implementation was instrumental in defeating 

legislation, proposed in 1995, that would have weakened the basic efficacy standard.”144   

Journalist Philip Hilts documents the “anti-regulatory campaign” that began after 

the 1994 election, when soon-to-be House Speaker Newt Gingrich called FDA the “no. 1 

job-killer” in the U.S. and Comm. David Kessler a “thug and a bully,” and New Right 

think tanks and legal firms coordinated a public relations assault on the agency.145  HRG 

attempted to assist FDA in fighting the virulent anti-regulatory drive from its outset, and 

continued to lend support when the Republican Congress’s assault crystallized into 

legislation in both the House and Senate in 1996.146  The proposals were modeled on a 

plan outlined in a document that Gingrich’s Progress and Freedom Foundation had 

produced, which would not abolish FDA completely (despite many conservatives’ 

professed interest in doing so), but would press the logic of the external reviewer 

program piloted by the Quayle Council to a new extreme, enabling manufacturers to hire 

private reviewers to sign-off on their products instead of the FDA.147  When the House 

held hearings on the proposed legislation in May 1996, as Hilts details, Comm. Kessler 

and numerous others including Wolfe condemned the legislation as aimed at “weakening 
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a century’s worth of food and drug law” and “a dangerous step backward for our health 

and safety.”148  One after another, opponents of the deregulatory drive cited PDUFA’s 

success in facilitating drug review as obviating the need for a new legislative speed-up 

effort.   

Even HRG, which had always denied the existence of a “drug lag,” stated that 

“[t]here is no dispute that drug user fees have safely speeded up the approval process—

especially for important drugs—by providing more funds to hire additional reviewers,” 

and that “[a]s a result of drug user fees and a much faster track for those few drugs that 

are important therapeutic advances over existing drugs, the FDA has—in recent years—

been approving important drugs as quickly or more quickly than other countries.”149  

User fees, Wolfe would write elsewhere, “have already safety speeded up the approval 

process.”150  Kessler pleaded that in lieu of the legislative proposals to deregulate the 

medical device industry—already subject to less-stringent review processes than the 

pharmaceutical industry—FDA also be allowed to charge user fees for agency review of 

medical devices.151  The House committee never generated a final bill for FDA reform in 

1996, and while the Senate Labor and Human Resources Committee did, it failed upon 

trying to bring the matter to a vote, with ranking minority committee member Sen. Ted 

Kennedy inveighing against the legislation.152  Kennedy likewise cited PDUFA’s marked 

reduction of the “delays in approving prescription drugs.”153  In 1997, Republicans 

renewed their effort to reform FDA, but, as Hilts writes, “enthusiasm was lower, the wild 

character of the claims cut back.”154   

Despite the failure of the New Right’s more extreme deregulatory ambitions, the 

FDAMA that ultimately resulted from the Republican Congress’s legislative drive and 
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renewed PDUFA in 1997 put an end to HRG’s voicing support for user fees in any form.  

FDAMA, writes Carpenter, “reflected many congressional Republicans’ wishes, albeit 

imperfectly.”155  The new law altered FDA’s mission statement to emphasize the 

importance of alacrity in drug review, shortened drug-reviewing deadlines imposed by 

PDUFA, and allowed for new pilot programs of external product review.156  HRG 

objected to numerous components of FDAMA—for which reason the Group advocated 

the proposed legislation should be de-linked from PDUFA reauthorization—and later 

called the user fee deadlines FDAMA put in place “slavish.”157  The user fee law was no 

longer fulfilling the primary function that had led HRG to remain neutral on PDUFA in 

1992 and even to invoke its successes thereafter—namely, averting the existential threat 

that the Quayle Council’s proposal and the anti-FDA legislation of 1995 and ’96 posed to 

the FDA’s basic drug reviewing functions.  PDUFA had, rather, become the instrument 

of those deregulators against whom HRG had virtually always struggled, and even as the 

pendulum swung toward more stringent drug regulation in the late-90s and again more 

forcefully in the mid-‘00s, the Group found itself in a profoundly altered environment for 

advocating around pharmaceutical policy.   

Congressional leaders were more reluctant to subject to strict scrutiny the drug-

reviewing activities of FDA now that they were funded largely with user fees, and the 

attention drug safety and efficacy did receive focused primarily on postmarket 

surveillance.  The AIDS activism movement was inspiring other patients and health-

service consumers to organize, self-educate, fundraise, and engage in advocacy with a 

new level of vigor—and inspired industry representatives to seek alliances with, fund, 

and influence such groups when possible.158  Many such “health advocacy 
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organizations”—diverse in mission and membership and sometimes obscure about their 

funding-sources—joined policy debates in which HRG once would have been the lone 

consumer representative.  The number of “health advocacy organizations” that weighed 

in on pharmaceutical regulation, in Carpenter’s words, “exploded,” with “an increasing 

number of them funded partially or wholly by pharmaceutical interests.”159  HRG also 

found its own consumer products – its publications – figuring within an increasingly 

glutted market as new services, some for-profit, some not-for-profit, arose to meet the 

increased demand among mobilized patients for lay-accessible information about health 

services and prescription drugs.  Nader observes that Wolfe and HRG also began to 

experience a drop-off in press coverage like that he had experienced himself in the 80s.160  

HRG had remained quiet, seemingly out of pragmatic necessity, during a landmark semi-

privatization of drug review, and its own potency as an advocacy group ultimately 

suffered as a result. 

 
 

The Evolution of HIV/AIDS Activism and HRG  
 
Legislators’ success in securing AIDS groups’ buy-in for PDUFA in 1992 also 

figured crucially in FDA’s self-defense in the mid-90s in that it had helped solidify many 

AIDS activists’ support for the agency. Hilts reports that the director of the Competitive 

Enterprise Institute (CEI)—which had collaborated with Project Inform on a reform 

proposal in 1989—“expressed surprise that the conservative campaign could not enlist 

the AIDS community for the onslaught.”161  But by the mid-90s, the AIDS activism 

movement had evolved and splintered.  The movement’s transition from “drugs into 

bodies” to “good science” occurred as AIDS activists gained access to and influence over 
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FDA decisionmaking processes and secured health services and prescription coverage for 

many people with HIV/AIDS, but in a period in which new safe and effective AIDS 

drugs were not forthcoming.162  Some activists re-forged the links between advocacy 

around pharmaceuticals and the ideals of social medicine that had motivated HRG from 

its founding, coming to believe that “good science” required “a more thoroughgoing 

engagement with the class-based inequities of the U.S. health care system and with the 

racist, sexist, and homophobic dimensions of biomedicine and, indeed, of U.S. society as 

a whole.”    

For others—a relatively small and professionalized corps of advocates, by the 

mid-90s—advocating “good science” continued to entail oversight of drug development 

and approval, but in ways that were increasingly nuanced and converged more frequently 

with HRG’s perspective.163  These latter activists were sobered by the yield of accelerated 

approval and more satisfied with the pace of approval for AIDS drugs that PDUFA 

seemed to have helped achieve. Among the shrinking and increasingly professionalized 

ranks of “treatment activists” whose interest in “good science” focused on the generation 

and dissemination of AIDS drugs in the U.S., differences persisted, particularly between 

the east and west coasts, about emphases in clinical trial design and the appropriate 

nature of relationships between activist groups and pharmaceutical companies.  By the 

mid-90s these treatment activists were, however, as a whole, no longer staunch 

adversaries of FDA and had integrated themselves into high-level decisionmaking at the 

agency.164  In general, AIDS activists’ critical gazes increasingly went beyond FDA, 

focusing either on structural causes of AIDS or on the quality of the research aimed at 

generating new treatments, and most activists thus utterly “disagree[d] with the radical 
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deregulators of the right who would abolish all efficacy requirement, and risk flooding 

the market with safe but ineffective AIDS drugs.”165  

In the early-90s, the American AIDS activism movement had begun to undergo 

upheavals that, in some ways, resembled those that had first generated—then 

segmented—radical health activism in the late-60s and the 70s.  Subsets of the 

movement, particularly injecting drug-users, women, minorities, and hemophiliac people 

with AIDS, began to argue that AIDS groups were advocating for middle-class, gay, 

white, men and not representing their own needs and interests on either the national or 

local level.166  The groups that represented what Epstein calls the “dominant wing of 

treatment activism”—such as Project Inform, the Treatment Action Group (broken away 

from ACT-UP NY’s Treatment and Data Committee in 1992 because of these growing 

tensions), and other groups within ACT-UP nationally—had become a relatively small 

contingent of activists, with little direct connection or accountability to a grassroots base 

of people with AIDS.167 And dissenting voices within the movement questioned whether 

leading treatment activists’ new inroads with federal officials represented “empowerment 

or co-optation.”168   

Meanwhile, new formations of AIDS activists with different emphases had been 

cohering.  People with hemophilia began to found their own activist groups and circulate 

their own treatment information newsletters, fought to gain inclusion in clinical trials, and 

ultimately sought to hold commercial blood banks liable for exposing patients to 

AIDS.169  Women, minority, and low-income voices within AIDS groups also sought 

access to and influence over the design of clinical trials, and faulted their organizations 

for failing to press for affordable drugs and healthcare and to generally address, at a 
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deeper level, the ways in which social and economic injustice and inequality shaped the 

US healthcare system and the public’s health itself.170   

These principles had been close to the heart of both HRG and the women’s health 

movement as they took shape in the early-70s.  Women who had experience with 

activism in the women’s health movement during the 70s played pivotal roles in the 

establishment of AIDS activists groups early on, and to some among this group, they 

were witnessing a familiar dynamic in the 90s:  “What’s happening to women with 

AIDS,” said one, “is the oldest story in the book.  Women don’t exist when it comes to 

the medical establishment.”171  On the other hand, leading treatment advocates, like those 

who left ACT-UP NY to form the Treatment Action Group, also followed logic similar to 

that Wolfe had when he became less active in the Medical Committee for Human Rights 

and founded HRG.  They did not want to forfeit the influence they had gained over 

federal policymaking regarding lifesaving drugs by making too broad a variety of 

demands regarding deep-seated social problems—or by calling for a popular revolution.  

The objections some AIDS activists raised to the movement’s evolution toward 

advocating for “good science” narrowly defined in terms of the development of safe and 

effective drugs—rather than “good science” defined in other terms that linked public 

health tightly to social justice—precipitated institutional splits within many groups.172   

Thus activists’ shift toward “good science” revealed new congruencies between 

HRG’s long-pursued objectives and those pursued by diverse strains of AIDS activism, 

but the domestic AIDS activism movement was disintegrating.  Even amongst the 

movement’s dissidents, conflicts arose over, for example, what represented the “feminist” 

or racially-sensitive perspective on the design of certain research studies.173  In the name 
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of “good science,” some treatment activists began to moderate their positions on the use 

of placebos in clinical trials (AIDS groups had long argued that gravely ill patients 

enrolling in clinical trials should not have to risk receiving a placebo for the sake of 

keeping the study well-controlled and improving the quality of resulting data).  These 

activists came to see placebo-use as ethical under a limited set of circumstances in which, 

in Epstein’s words, “a trial asked a meaningful, real-world question that the patient 

community wanted answered.”174   At the same time, however, consensus within the 

“patient community” about what represented a “meaningful, real-world question” became 

more elusive—particularly as the epidemic began to spread rapidly in the developing 

world, where reality was markedly different from that prevailing in industrialized nations.  

 Still, it was precisely in grappling with this problem, and in recognizing the extent 

to which the objectives of getting “drugs into bodies” and generating “good science”—in 

all of its meanings—were fundamentally inseparable, that veteran AIDS activists laid the 

groundwork for a reinvigorated and more broadly inclusive wave of activism that seemed 

to have potential to gather in the diverse likes of indigenous grassroots groups in the 

developing world and old-guard consumerists in Washington.   

As the experiences of more socially marginalized groups within the AIDS 

activism movement and the rapid spread of the disease in poor an minority communities 

were re-introducing questions about deeply-rooted social determinants of health and 

illness and splintering the movement in the U.S. in the early-90s, the increasing 

globalization of the AIDS epidemic was solidifying what historian of epidemiology 

Gerald Oppenheimer and colleagues call “a forceful set of ideas linking the domains of 

health and human rights” and exposing the complexity entailed in using these ideas to 
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generate policy and alter institutions and behavior.175  The “health and human rights 

perspective” that activists and policymakers adopted to varying degrees, these scholars 

posit, came “to focus on the ways in which the most fundamental social arrangements 

rendered individuals and communities vulnerable to HIV”—in large part because the 

epidemic was rapidly taking root in new communities, particularly those in the 

developing world, where poverty and racial and gender-based marginalization were more 

extreme and widespread.176  People involved in the fight against AIDS—most notably 

head of the WHO’s Special Program on AIDS, Jonathan Mann—began articulating this 

perspective in the early-90s.  By the mid-90s, however, several developments forced the 

issue of how to implement the “health and human rights” perspective to a crisis and thus 

forged new social movements:  the exponential growth of the epidemic in the developing 

world, the discovery of protease inhibitors (new drugs which, administered in 

combination with antiretrovirals, revolutionized HIV/AIDS treatment), and ratification of 

several international free-trade agreements.177   

Oppenheimer et al point out that Mann and other purveyors of the “health and 

human rights perspective” tended to see their own ideas and advocacy strategies as novel, 

despite the fact that these activists “acknowledged, and drew support from, contemporary 

developments in social epidemiology”—a field forged as part of the ‘60s-era focus on 

social determinants of health that figured, in turn, within a longer tradition of social 

medicine.178  The “dominance” in the U.S. of biomedical epidemiology marked by a 

stress on individual risk factors as determinants of disease over a social epidemiology, 

Oppenheimer and colleagues venture, “may have led Jonathan Mann and others to 
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minimize the significance of an older but vibrant socially based approach to 

understanding the relationship among disease, death, and the social order.”179   

This biomedical “dominance” persisted over the objections of social 

epidemiologists and despite the continuing advocacy efforts of groups like HRG.  For this 

reason, and because now—as in the 60s and 70s—advocating for consumers/patients/“the 

public” in the absence of radical socio-political change is a fraught exercise in 

pragmatism in which pharmaceuticals figure critically, HRG’s history has special utility 

for new reform-seeking adherents to the “health and human rights perspective” as they 

formulate strategy  in the present and future.  Likewise, because HRG continues to exist 

and advocate around pharmaceuticals, and has in the last two decades begun to respond 

directly to the spread of HIV/AIDS, the increasing globalization of the pharmaceutical 

industry and clinical research, and new developments in HIV/AIDS activism, it is 

possible to see how the last fifteen years have brought into relief some of the longer-term 

constraints HRG’s own pragmatic choices imposed on the scope of its reform 

achievements and how recent events are now prompting new PC leadership to consider 

new strategies as they look toward the future. 

 

In many ways, in the 90s and ‘00s, HRG continued to operate much as it always 

had.  Wolfe acquired a valuable new credential when he became a MacArthur Award 

recipient in 1990, still expressing surprise that the “establishment” Foundation 

“recognized the efforts of a group that is at odds with the establishment institutions,” 

even as PC approached its 20th anniversary.180  The Group’s volume Worst Pills, Best 

Pills became a major source of income for the organization in this period, selling more 
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than 2.25 million copies between the release of its first self-published edition in 1988 and 

that of the fifth and latest print edition in 2005.181  The book was the most complete 

fulfillment of Wolfe’s vision of a pharmaceutical consumer guide as a potentially 

transformational instrument, making readers into agents of—if not activists for—

“rational therapeutics” as conceived by HRG.  For Worst Pills, unlike for Pills that Don’t 

Work, HRG conducted its own risk-benefit analyses of the drugs concerned.  The book 

initially focused on a selection of 104 drugs that older adults tended to use and that HRG 

deduced they should not, and proposed 183 “safer alternatives.”  The number of drugs 

under HRG’s consideration grew with each edition of the book, and by 2005 Worst Pills 

aimed not only at older adults but “consumers” generally and contained an assessment of 

all of the 200 most-prescribed drugs in the US, as well as 349 others, including many 

popular among the elderly.  In 1995, HRG began a subscription newsletter, in both print 

and electronic forms, that updated the content of the book monthly and Worst Pills 

became a searchable, web-based subscription resource.   

As this chapter has described, HRG also continued to participate actively in 

debates over pharmaceutical regulation, particularly with respect to government’s role in 

ensuring drugs’ safety and efficacy, and petitioned to have restrictions or bans placed on 

numerous drugs.  The Group achieved new extents of inclusion in FDA decisionmaking:  

in late-2008, Wolfe accepted an appointment to FDA’s Drug Safety and Risk 

Management Advisory Committee (recusing himself when the committee was called 

upon to consider the content of one of HRG’s own petitions), and the following year 

HRG’s Deputy Director Peter Lurie left the Group to become a top advisor in the FDA 

Office of Policy.182  The Group also continued to advocate around occupational safety 
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and health issues steadily but with much less intensity relative to pharmaceutical issues, 

devoting a full-time employee to monitoring OSHA issues only sporadically in the 90s 

and 00s until HRG secured its first grant expressly to fund such a position in 2008.183  

HRG still focused, too, on other issues in healthcare delivery that had been integral to the 

Group’s agenda from its founding—particularly making available to the public 

evaluations of hospitals and physicians conducted by professional quality-control bodies.  

Building on its advocacy around consumer access to Professional Standards Review 

Organization (PSRO) data in the 70s, HRG continued to press for public release of the 

Health Care Finance Administration’s studies of hospital performance and made 

significant inroads in the late-80s.  The Group facilitated public disclosure of hospital 

mortality data and secured itself—by means of a lawsuit—exclusive access to data within 

a new federal National Practitioner Data Bank (NPDB) that began storing reports of 

physician negligence from insurers, state licensing boards and other mandated reporters 

in 1986.184   

HRG’s work on healthcare delivery paralleled its efforts in the pharmaceutical 

realm in that the Group’s production and sale of consumer-oriented books and 

publications flowed directly from the Group’s policy-oriented advocacy.  HRG 

advocated, for example, that the NPDB’s contents should be publicly available, but in 

lieu of such complete official disclosure, beginning in 1990 the Group began using its 

own access to generate, publish, and sell lists of “Questionable Doctors” identified in the 

databank.185  The Group has also used the data, in collaboration with PC’s Congress 

Watch, to combat state-level initiatives to limit the awards that plaintiffs can seek in 

malpractice suits.  The strategy, Wolfe explains, involves consulting the NPDB and 
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making the following argument before state legislatures:  “in this state we've got yea-

number of physicians with 10 or 20 more malpractice payouts against them.  They've 

never been disciplined by the medical board.  If you want to do something start 

disciplining the doctors.  Not punishing patients by cutting off what they can recover.”186  

HRG also began ranking state medical boards on the basis of their records of disciplining 

errant doctors and publishing these standings as a method of “pushing states to better 

protect patients from doctors who are practicing medicine in a substandard manner.”187  

And as state medical board increasingly began to provide disciplinary information about 

individual doctors on their websites, HRG publicly assessed the websites for the quality 

of information they provided.188   

As Nancy Tomes explains, private entities began to emulate HRG’s forays into 

healthcare service- and doctor-ranking with “best hospitals” and “best doctor” lists in the 

90s, but these groups were reluctant to highlight negligence or pass explicit judgment on 

those who did not make the cut.189  HRG differed from these for-profit operations in that 

the Group conceptualized its own work as pressuring government and equipping 

consumers to actually improve the quality of medical care, rather than providing a 

product that would help consumers “shop” for good medical care.190  The Group placed 

pressure on the federal government to improve NPDB’s data collection and transparency 

and on state governments to protect patients’ malpractice suit prerogatives and make 

more accurate data on healthcare quality available to consumers.  HRG, moreover, 

became one of few organizations that renewed—in the late-80s and early-90s and again 

in the late-00s—a campaign for a single-payer, national health insurance system, which 
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HRG believed would not only provide care for the growing ranks of uninsured citizens, 

but streamline quality improvement efforts.191   

In many ways HRG simply reprised its own efforts from more than a decade 

earlier when, in 1987, it allied itself with the newly-formed organization Physicians for a 

National Health Plan (PNHP), which former MCHR head Quentin Young co-founded 

and which quickly became the nation’s leading single-payer advocacy group.  But by the 

early 90s, when HRG and PNHP were actively advocating for nationalized health 

insurance as an alternative to the Clinton plan for healthcare reform, the political 

landscape had altered significantly, with the odds against national health insurance 

mounted yet higher.  In the 70s, as the employment-based health insurance system began 

to crumble with deindustrialization, some significant segments of the labor movement 

had lent support to the liberal wing of the Democratic Party in its pursuit of national 

health insurance.192  But in the 90s, although the private health coverage system 

deteriorated further, hemorrhaging workers, the increasingly desperate labor movement 

supported the employer-based Clinton plan—even as unions battled the administration on 

passage of the North American Free Trade Agreement (NAFTA) of 1993—reinforcing 

Congress’s disregard for single-payer proposals.193   

There did exist, in the 90s, a new generation of public health activists, mobilized 

by the AIDS epidemic, who had come to see improvement of public health as inseparable 

from deeper political and economic change.194  Like radical health activists in the late-60s 

and some women’s health and consumer activists in the 70s, AIDS activists had 

questioned the very construction of the knowledge on which American health policy and 

clinical practice were premised.  By the 90s some of these young activists—also like 
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those in the previous generation—began to doubt, in Epstein’s words, “that knowledge-

making practices [could] be substantially democratized, except when efforts to do so 

[were] carried out in conjunction with other social struggles that challenge other, 

entrenched systems of domination.”195  And yet even though some of the most 

professionalized AIDS activists, such as the founders of the Treatment Action Group 

were remarking in 1992 that “[i]f AIDS activists leave any legacy other than their own 

bodies…it will be, among other things, a movement for national health care and the 

democratization of research,” and even though many activists did join reinvigorated 

drives for health system reform, pragmatism and a commitment to the specific plight of 

people with HIV/AIDS kept many within the movement from broadening the scope of 

their advocacy.196  In 1993, for example, many activist groups focused on altering the 

CDC’s official definition of clinical AIDS to expand the number of patients eligible for 

federally-funded health coverage.197   

PNHP’s and HRG’s efforts at “exposing the ‘savage inequalities’ of the present 

[health insurance] system, acting as a truth-teller to expose the deficiencies of the Clinton 

plan and other alternatives, and presenting an impregnable case for the single-payer plan” 

remained largely aspirational, and the single-payer campaign gathered in only a small 

proportion of the transformative force that the now-splintering AIDS activism movement 

had possessed.198   

In the case of the campaign for a national health plan, the continuities in HRG’s 

advocacy approach across decades represented the persistence of the radical sociomedical 

impulse that had driven MCHR and also Wolfe in founding the Group.  HRG had 

modified MCHR’s demand for a national health service to one for national health 
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insurance in the early-70s, but from then on hewed to the same relatively uncompromised 

conceptualization of “body rights” as entailing a universal right to health insurance.  In 

this way the Group challenged a new generation of adherents to “health and human rights 

perspective” in the 90s to press the limits of their pragmatism.  At the same time, 

however, beginning in the late-90s, HRG and PC began to make some moves in new 

directions with their own approaches to advocacy.  The actions of a pharmaceutical 

industry that was consolidating its power (partly in response to the threats posed to it by 

even the more mainstream health reform proposals in the early 90s) not only with respect 

to the FDA, but by supporting new free-trade agreements and expanding its global 

activity motivated HRG and PC to strike out in new directions.  So, too, did the responses 

of the broader “consumer movement” (expansively construed, domestic and 

international) to the same consolidation of power.   

In the last two decades, HRG and/or other divisions of PC have made some new 

forays into debates in which the Group had previously participated only occasionally.  

Wolfe had previously considered the issues involved to be outside of HRG’s purview—

most notably, the actions of the pharmaceutical industry internationally and drug prices, 

domestically and abroad.  Peter Lurie helped drive HRG’s forays into the international 

arena.  Lurie became an associate with HRG while working as a professor at University 

of California, San Francisco (UCSF) and a research scientist at University of Michigan 

between 1993 and ’98 before joining the Group full-time as Deputy Director.  As a 

medical student with HRG in 1984 -’85, Lurie had worked on HRG’s campaign against 

the export of drugs unapproved for use in the U.S., working with Wolfe to counter 

arguments the pharmaceutical industry made to Sen. Kennedy that there were non-FDA-
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approved drugs that would benefit the public’s health in Ethiopia.199  Excited by the 

contact that he had with international consumer advocacy group when working on this 

HRG project, when back in medical school Lurie spent several months  in the 

Netherlands researching the pharmacology and marketing in the developing world of 

anabolic steroids—during which time he read Lee’s and Silverman’s two volumes on the 

practices of the pharmaceutical industry in the developing world.200  Lurie then spent 

several months in South Africa, working on preventing occupational AIDS transmission 

and providing clinical care in townships and rural areas, and when he went to UCSF for 

his residency, he traveled to Bolivia to train healthcare workers and provide clinical care.  

He also formed a relationship with Lee, and during Lurie’s fellowship between 1990 and 

’93, Lee became his mentor. 

First as a clinical fellow at UCSF’s Department of Family and Community 

Medicine and a trainee in the University’s Center for AIDS Prevention Studies, and then 

as an assistant professor, during the early- through mid-90s Lurie helped carry out diverse 

projects with both domestic and international focuses.201  Domestically, he studied the 

effectiveness of needle exchange in preventing transmission of HIV and other blood-

borne diseases.202  Many San Francisco-area AIDS activists—with whom Lurie had 

alternately collaborated (in opposing cuts in municipal spending on public health in 1989-

90) and clashed (over the “parallel FDA” effort in 1987)—were intensely interested in 

this work, and ACT-UP Golden Gate ultimately made him “Activist of the Year” in 1996, 

primarily for his needle exchange work.203  At the same time, Lurie worked on 

international HIV prevention efforts through a program in which UCSF hosted AIDS-

prevention professionals from Africa, Asia, and South America for a summer and assisted 
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these workers in developing epidemiological, descriptive, or interventional studies about 

the transmission and prevention of HIV that would then be carried out in their home 

countries.204    

In Africa, says Lurie in explaining his work during these years, “there was basic 

descriptive information that was lacking about the epidemic.  Who was infected and why 

and so forth and therefore…it made sense to actually do epidemiological-type work 

whereas in the United States all those… questions were answered at least 

satisfactorily.”205  He traveled to Africa to do site visits of projects underway, and also to 

help carry out research for what would become Lee, Silverman, and Lydecker’s 1992 

book about the practices of multinational and local pharmaceutical companies in 

developing nations.206  When Lurie became an assistant professor in 1993, he also took a 

position—which he occupied remotely—as a research associate with HRG.  In the next 

several years, after Lurie was asked by colleagues to author a paper reviewing “the 

unique ethical, behavioral, and social issues that surround [HIV] vaccine testing” in the 

developing world, he became increasingly interested in research ethics and the ethics of 

clinical trials conducted in developing nations, in particular.207  In the later 90s, when 

Lurie—then a professor in Michigan but still affiliated with HRG—began engaging in 

some advocacy in this realm, Wolfe supported these efforts (more so than some of 

Lurie’s academic colleagues) and collaborated with him.208  Lurie and Wolfe took issue 

first with the conduct of federally funded a needle-exchange study in Alaska, and, soon 

after, with a federally-funded trial of AZT to stop perinatal HIV transmission in Africa.209  

It was in this context of these efforts that Lurie re-joined HRG full-time as Deputy 

Director in 1998.          
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The stances Lurie and Wolfe would jointly adopt on the ethics of clinical trials in 

the developing world indicate the similarities between the radical impulses within health 

activism in the late-60s and 70s and those within the “health and human rights 

perspective” as it took shape in the 90s.  The dynamic between Lurie and Wolfe also 

reveals the way in which the dilemmas that the new generation of reformers faced 

revealed the limitations of the earlier generation’s approach to reform:  what earlier 

reformers “repressed” or de-prioritized out of a sense of pragmatic necessity ultimately 

returned and demanded more immediate redress.  And the controversy that Lurie and 

Wolfe’s action on this issue generated shows how public health reform efforts faced 

similar fundamental conflicts between pragmatism and principle in both eras.   

The foundation of Lurie’s thinking on the ethics of clinical trials in the developing 

world is evident in a paper he co-authored in 1995 in the journal AIDS entitled, 

“Socioeconomic Obstacles to HIV Prevention and Treatment in Developing Countries:  

The Roles of the International Monetary Fund and the World Bank.”210  In the article, 

Lurie and colleagues argued that although “worldwide efforts to stem the HIV epidemic 

[had] to date emphasized inducing behavior change in individuals at high risk for HIV 

infection… social and economic forces [had] also played a critical role in promoting the 

spread of HIV infection.”  The failure to grapple with these “socioeconomic conditions” 

in developing countries, the authors posited, (and in industrialized countries, they added 

parenthetically) was “inhibiting our ability to reduce the spread of HIV infection.”  

Exacerbating and perpetuating pathogenic socioeconomic conditions, Lurie et al 

maintained, were “modern attempts to improve macroeconomic indices in developing 

countries” known as “structural adjustment, a complex of policies that aim to stimulate 
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growth in the private sector and to bolster the export sector in countries suffering from 

balance of payment deficits… spearheaded [in the early 80s] by the International 

Monetary Fund (IMF) and the World Bank.”   

Outlining how structural adjustment programs may have promoted the spread of 

HIV by making rural subsistence agriculture unsustainable, developing transportation 

infrastructure, facilitating rapid urbanization and mass migration, and reducing national 

spending on public health and social services, the authors suggested that “biomedical” 

approaches to stemming the spread of HIV and treating people with the infection needed 

to be supplemented by economic policy reform.  Lurie et al advocated, namely, making 

“satisfaction of basic human needs such as food, housing, and transport…a primary 

goal,” facilitating “regional self-sufficiency,” “human resource development in 

developing countries,” “cancellation or rescheduling of debt” by the World Bank and 

IMF, and adoption of “a truly cooperative development policy, in which the desires of 

developing country citizens can be heard.”  This article, Lurie remarks now, “made what 

was at the time a very radical argument, actually…that however well-intentioned the 

World Bank and IMF might be the things that they’re doing can have these 

consequences.”211  The World Bank promptly wrote a retort in the journal, and, according 

to evidence obtained by Lurie, tried to stop AIDS from publishing the article in the first 

place.212  

The ideas that Lurie and colleagues expressed in this article demonstrated a shift 

that was taking place within reformist thinking about the relationship between the 

industrialized and developing world that marked, in some ways, a return to older, more 

radical ideas about global economic reform and self-determination among poor nations 
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and a rejection of the solutions to world hunger and poverty pioneered in the 80s.  Lee, 

Silverman, and Lydecker, in their 1982 volume on the activity of multinational drug 

companies in the developing world took issue with international consumer advocates’ 

tendency to attack such companies simply “because they are profit-making, or simply 

because they are multinational,” and the authors quipped lightly that “if operating 

internationally is inherently bad, then something should be done about the World Bank, 

the Boy Scouts, and the International Red Cross.”213  Just over a decade later, Lee’s own 

protégé Lurie was suggesting something should be done about the World Bank.  And 

institutions of the old-style American consumer movement of the 70s such as PC that had 

been reluctant to wade far or frequently into debates over U.S. foreign trade policy or 

other nation’s regulatory structures—in part because less restricted trade promised lower 

prices on some consumer goods domestically and in part (as was the case with HRG) 

because public health issues in the developing world were outside their institutional 

purview—were becoming leaders of worldwide opposition to new free trade agreements.  

 In the early 90s, PC’s Congress Watch began to monitor the ways in which 

international trade treaties might supercede state and national laws and regulations— 

including those governing pharmaceuticals—and began to collaborate with 

environmental, farm, and labor groups to advocate for broader citizen inclusion in federal 

trade policymaking.214  As the U.S. was negotiating a second North American Free Trade 

Agreement (NAFTA) and expansion of the General Agreement on Trades and Tariffs 

(GATT), this coalition pressed Congress to safeguard health, safety, environmental, and 

workers’ protections, while the Litigation Group sued to compel the Office of the U.S. 

Trade Representative to issue environmental impact statements for the two treaties.215 
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After NAFTA passed in late-1993, PC helped generate a “NAFTA Accountability” bill in 

Congress, and focused on the Uruguay Round of GATT and its creation of the new 

World Trade Organization (WTO).  PC ultimately established a new division – Global 

Trade Watch (GTW) – to focus on this work.216  Throughout the late-90s, GTW 

continued pressing for scrutiny of these treaties and the newly proposed Multilateral 

Agreement on Investment (MAI) and carried out extensive grassroots organizing efforts 

coordinated with citizens groups in thirty countries.  This organizing culminated, in 

December of 1999, in a week of lectures, teach-ins, and peaceful protests attended by 

many among the tens of thousands of demonstrators drawn to the Seattle WTO 

Ministerial.217 

In most ways, PC’s burgeoning advocacy around global trade remained fairly 

separate from HRG’s day-to-day work.  HRG did collaborate, on a few occasions, with 

GTW in the latter division’s efforts to confront the implications of international 

regulatory “harmonization” efforts for U.S. federal regulations.  In 1994, for example, 

Lurie and Wolfe delivered a presentation on “Consumer Interests in Global 

Harmonization” to the International Conference on Harmonization (ICH), one of few-

ever contributions by a consumer group to that body’s deliberations.218  But GTW’s own 

regular “Harmonization Alerts” fell off in 2003, and HRG never focused on ICH.  As 

Lurie explains it, consumer groups still remain largely excluded from the process, and the 

harmonization effort has not yet directly contemplated what the Quayle Council 

envisioned it would, and what would mobilize HRG to immediate action:  FDA 

recognition of foreign drug approvals.219   
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The major HRG initiative that was most consonant with GTW’s efforts, and that 

most directly “operationalized” the critique that Lurie articulated in the AIDS article in 

1995, was the Group’s public charge that some federally-funded clinical trials of AIDS 

drugs in the developing world were unethical.  In early 1997, Lurie traveled to Ivory 

Coast to deliver a talk at a conference on the subject of “Journalism and AIDS,” at which 

a group affiliated with the CDC (some members were local professionals, others were 

CDC staff) made presentations on the CDC-funded AIDS research being conducted in the 

area.  When they described one study intended to determine the efficacy of administering 

a short-course of AZT to HIV-positive pregnant women late in pregnancy in preventing 

mother-to-infant transmission of the infection, local journalists became outraged.  As 

research had already proven (in 1994, with an NIH-funded study known under the grant 

number “076”) that a six-month course of the drug cut the rate of transmission by about 

two-thirds, how could the researchers knowingly administer a smaller course of unknown 

efficacy, the journalists asked?  Lurie explains that he initially took the microphone to 

explain that such a study could be justified: “Well, you know, half a dose, it's not 

inherently a bad idea.  It is true that it'll be cheaper.  It is true that it will be safer.  It may 

or may not be as effective!  So it's not obvious to me that it's inherently wrong to explore 

this.  The question is what are you comparing it against?”220  When Lurie learned that the 

short-course was, in fact, being compared against a placebo, however, he too became 

outraged, and that night called Wolfe to alert him and get an FOI request for information 

on this and similar federally-funded trials underway.   

In 1995, an article in Science magazine had drawn attention to the “difficult 

ethical question” confronted by researchers who “aim to translate 076’s success into a 
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preventive strategy that makes sense in the developing world,” in which six months of 

AZT was prohibitively expensive.  The author cited the Ivory Coast trial and the remarks 

of a principal investigator in a similar trial in Burkina Faso.  “Nobody was in favor—and 

most importantly, that includes the nationals,” said the French epidemiologist, “of using 

076 [the long-course of AZT] as a gold standard because it’s totally unrealistic.”221  The 

thrust of the Science article had been to highlight both the necessity of “bringing AZT to 

poor countries” despite its high cost and research aimed at that essential end, but when 

Lurie and Wolfe wrote and spoke out about the Ivory Coast study in April of 1997, their 

objective was to condemn outright the researchers’ resolution of the “difficult ethical 

question” their study had raised.222   

Calls from Lurie to the head of CDC’s perinatal transmission projects helped the 

Group determine that NIH and CDC were funding eight similar studies in Africa, Asia, 

and the Caribbean, and that the governments of France, Belgium, Denmark, and South 

Africa, and the UN AIDS program were underwriting six additional studies with similar 

protocols, leading Lurie and Wolfe to conclude that there were “a total of 1,504 infants 

who [could] be expected to die unnecessarily in these experiments, some of which are 

already underway.”223  In a letter to HHS co-signed by bioethicists George Annas and 

Michael Grodin, chairman of the Black Los Angeles AIDS Consortium Wilbert Jordan, 

and George Silver (Wolfe’s long-time mentor who had, in turn, been mentored by 

members of the Physicians Forum in the 30s and 40s), Lurie and Wolfe demanded that all 

women enrolled in the federally-funded trials receive “effective prophylaxis.”224    

Lurie and Wolfe repeated their charges and demands in a “Sounding Board” piece 

in the New England Journal of Medicine five months later.  “Residents of impoverished, 
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postcolonial countries, the majority of whom are people of color,” they wrote, “must be 

protected from potential exploitation in research.  Otherwise, the abominable state of 

health care in these countries can be used to justify studies that could never pass ethical 

muster in the sponsoring country.”225  The journal’s editor, Marcia Angell—who had 

clashed with HRG over breast implants not long before—embraced the argument Lurie 

and Wolfe presented, echoing it forcefully in her own accompanying editorial.226  Lurie, 

Wolfe, and Angell drew comparisons between the research and the iconically unethical 

Tuskegee syphilis study in the American south, a comparison that “entailed a gross 

distortion,” Amy Fairchild and Ronald Bayer later asserted, “to the extent that the search 

for a less costly and potentially less effective intervention could be justified by the 

desperate need to find affordable interventions…”227   The short-course AZT researchers 

had made diligent efforts to obtain informed consent from the women they enrolled, 

Fairchild and Bayer pointed out.  “Only to the extent that these women could be said to 

have a realizable claim on the care available in industrialized nations would the conduct 

of a placebo control trial have mirrored the deprivation of Tuskegee,” they wrote.  “But 

then any trial to find a cheaper and potentially less effective regimen—whether placebo 

controlled or not—would have been unethical as well.”   

Fairchild and Bayer argued that while Lurie and Wolfe “helped to underscore the 

profound injustice that characterizes the world distribution of medical resources” by 

asserting that “women in poor countries have a moral—as contrasted with a realizable—

claim on the care available to women in industrialized countries… the invocation of 

Tuskegee” was counterproductive, as it “launched a furious methodological debate that 

diverted attention from an analysis of the very poverty and inequality that necessitated 
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the challenged studies.”  Lurie concedes that “there’s a long conversation to be had about 

the wisdom of” invoking Tuskegee, and that it was the combination of that analogy and 

Angell’s endorsement of HRG’s position “that really drove people nuts.”228  Yet it was 

this provocative assertion by an eminence the likes of Angell, he adds, that “got the 

attention and… got in the New York Times above the fold.”229  Moreover, as David and 

Sheila Rothman document (in an analysis ultimately sympathetic to Lurie’s and Wolfe’s 

position), while many who engaged in the controversy did defend these studies and other 

research in the developing world in methodological terms, they did not do so strictly to 

distinguish the new research from the Tuskegee study, but rather to show why the 

ethically challenged aspect of their studies was necessary to obtain desperately needed 

results.230  They did not engage in “analysis of…poverty and inequality” in their response 

to Lurie’s and Wolfe’s critique, not because of the Tuskegee comparison, but for the 

same reason they had not made it the focus of their research:  because these problems 

seemed huge and relatively intractable, while developing effective and affordable 

methods of treatment seemed a feasible intervention in a galloping epidemic.   

To show that the studies were ethical, they did point to efforts to gain informed 

consent and international researchers’ reliance on local review boards’ approval of the 

studies, but they also argued that the rapid and deadly spread of AIDS in the developing 

world and differences between populations there vs. in the industrialized world—both 

physiological and socioeconomic—necessitated the use of different methods.  For 

instance, some of the short-course AZT researchers sought to justify the use of a placebo 

by saying their studies were functioning to establish safety as well as efficacy:  even 

though the long-course of AZT had been deemed safe for HIV-positive pregnant women 
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in industrialized nations, they argued, the drug had not been proven safe in African 

women, in whom anemia was prevalent.231  That was the sole professed objective of the 

study in Burkina Faso.232  NIH, CDC, and the WHO Global Program on AIDS also 

argued that using placebos in the studies would make the differences in the treatment and 

control groups more pronounced with fewer enrollees and thus visible more quickly, and 

that the developing countries involved in the perinatal transmission research did not have 

the health service infrastructure to provide the longer-term care that administering the 

long course of AZT would have required.233  Lurie and Wolfe rejected these claims, 

arguing that “since zidovudine is usually made available free of charge by the 

manufacturer for use in clinical trials, excessive cost is not a factor in this case” and that 

“the numbers of women needed for a placebo-controlled trial and an equivalency study 

are similar.”234 

Among defenders of the studies Lurie and Wolfe challenged, write the Rothmans,  
 

One last contention was too political to be voiced openly but was often 
hinted at privately.  No country wanted to spend significant amounts of 
money on second-class treatment.  If a short course of AZT was openly 
compared to a long course, health officials would have to ask political 
leaders to fund a program that was less effective than an American one.  
But if the results from the short course were compared to those from a 
placebo, they would be able to request funding to reduce by half the 
number of newborn babies infected by HIV.235 

 
Herein lay what was most radical about the enactment of the ideas expressed in Lurie’s 

World Bank article that the indictment of the perinatal trials represented—and what most 

closely resembled the new challenges radical health activists in the late-60s had first 

issued to medicine.  Lurie points out that the perspective he expressed in the World Bank 

article was “not radical in social science circles,” in which “[t]here were lots of people 

who had made similar arguments about the impact of structural adjustment,” but was 
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innovative in extending the critique to the biomedically-dominated realm of the 

prevention and treatment of AIDS.236  The campaign against the placebo-controlled 

perinatal trials after 076, likewise, revealed the extent to which even some well-

intentioned treatment/prevention research could be viewed as being complicit in 

sustaining structural inequality that, at a deeper level, was facilitating the epidemic’s 

spread.   

Also reminiscent of the late-60s and 70s was the way in which, in lieu of the more 

profound structural changes that this radical critique of medicine prescribed, public health 

activists themselves differed on the question of what constituted truly “progressive” 

public health interventions.  During this period of the mid- to late-90s, as Richard Parker 

and colleagues documented in the journal AIDS five years after Lurie’s World Bank 

article appeared, the literature focusing on “the structural and environmental factors that 

shape the spread of the HIV/AIDS epidemic, and create barriers and facilitators in 

relation to HIV-prevention programs” grew rapidly, “in a number of institutional settings, 

as well as from a variety of different disciplinary traditions.” 237  Lurie believes that his 

actions on the perinatal trials, however, limited the extent of his own inclusion in “the 

field of structural interventions for HIV” as it developed further.  He and Wolfe had 

pointed to an actual antagonism between certain biomedical and structural emphases in 

AIDS research that some researchers, federal funders, and even activists preferred to 

leave submerged, even as these same people gradually embraced the central importance 

of structural change for stemming the spread of HIV.   

Most research focused on “the structural and environmental forces and 

sociocultural contexts which shape HIV vulnerability,” Parker et al point out, “…has 
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remained relatively general in its analysis and might therefore be criticized as being 

poorly operationalizable, since far-reaching dilemmas such as poverty, migration and 

gender inequality are unlikely to be overcome in the short run or through the limited 

resources available for health interventions.”238   The social epidemiology of the 60s and 

70s had been subject to similar criticism.239  As both the controversy over developing-

world clinical trials and the longer histories of HRG and the radical health activism 

suggest, the question of what kind of health interventions are “operationalizable” with 

limited resources is a divisive one, and the question was—and remains—how to reconcile 

interim, acute-oriented objectives with ultimate, long-term, preventive ones.           

 In some ways, Wolfe’s hearty participation in Lurie’s battle against the placebo-

controlled perinatal experiments was not surprising.  There had been the early precedents 

of HRG’s work on Depo-Provera and surgical sterilization, in which the Group argued—

sometimes in opposition to other public health advocates—against double-standards in 

safety considerations for middle-class versus poor women domestically and for 

industrialized versus developing nations.  In these cases, HRG took a stand against the 

U.S. government’s using the existence of structural impediments to safe childbirth and 

healthy childhood in both the U.S. and internationally as ethical justification for allowing 

coercive surgeries to occur and contraceptive products of uncertain safety to disseminate. 

Moreover, even in the more recent context of the AIDS epidemic, Wolfe had sometimes 

clashed with AIDS activists over drug-approval measures he feared would have negative 

repercussions, not only for the safety and quality of HIV treatments, but for all drugs. 

HRG did, indeed, end up advocating in the last decade for repeal of PDUFA and 

grappling with what seemed to Wolfe to be a congressional abdication of responsibility 
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for FDA.  And Lurie and Wolfe have, similarly, found themselves voicing opposition to 

proposals that flowed out of the controversy around developing-world clinical trials to 

substantially amend the World Medical Association’s 1975 iteration of the Declaration of 

Helsinki and the WHO’s Ethical Guidelines for Biomedical Research Involving Human 

Subjects, the key documents governing all human subjects research internationally.240  

 Given how rarely HRG had engaged in advocacy around international public 

health issues in the 70s and 80s, however, the perinatal trials initiative was a departure 

that indicated the Group was undergoing change and beginning to reckon more directly 

with the globalization of pharmaceutical research and trade that had first given rise to 

new international consumer advocacy groups in the late-70s and early-80s.   HRG’s work 

on the ethics of developing-world research was also virtually inseparable from another 

subject that the Group had largely left to other organizations – some in the US, and many 

abroad – to pursue:  lower drug prices and increasing poor people’s access to essential 

medicines.  In the era of the global AIDS pandemic, as vigorous new groups around the 

world were changing still further the face of consumer/patient activism around 

pharmaceuticals, HRG—which had always viewed its own work on the safety and 

efficacy of drugs and others’ advocacy around drug prices as sides of the same coin—

made some new, modest forays with its own advocacy into this area.  PC also underwent 

a leadership change that indicated the possibility of a tighter linkage between the Group’s 

efforts and advocacy around access to drugs in the future. 

 After its work on the Hatch-Waxman Act of 1984, apart from its advocacy for 

single-payer health insurance, there were only a handful of instances in which HRG’s 

efforts aimed at making drugs more affordable.241  The one to which the Group devoted 
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the most energy, significantly, had to do with the pricing of the first effective AIDS 

medication, AZT—the same issue that had first galvanized the flagship NYC chapter of 

ACT-UP to action in 1987.242  That year, some months after Rep. Henry Waxman held 

hearings on the price of AZT, Wolfe remarked in the pages of HRG’s Health Letter that 

the then-approximately $10,000-per-year cost of AZT “raised[d] a lot of questions about 

the drug industry,” and its practice of “seeking to recover, in a relatively short period of 

time, not only what they put into the drug but a lot more besides.”  Burroughs-Wellcome, 

“or any other company,” he wrote, “ would not go under if they charged $1,000 a year 

instead of $10,000 a year.”243   

 The next spring, HRG began petitioning the federal government—first alone, and 

then again with the American Public Health Association and the National Gay and 

Lesbian Task Force—for the non-exclusive licensure of AIDS-related inventions.244  

Under pressure from activists, and in anticipation of a broadening antiretroviral drug 

market, Burroughs-Wellcome lowered AZT’s price by 20% in late-1989, but conflict 

between the company, the government, and government-sponsored scientists who had 

collaborated in the drug’s development soon set the stage for a further effort to lower 

AZT’s price.245  NIH conducted a study of the federal role in developing AZT, and 

determined it was significant enough to justify reconsideration of the company’s patent 

rights.246  In 1991, the PC Litigation Group filed suit—ultimately unsuccessfully—

against Burroughs-Wellcome on behalf of a group of HIV-positive patients in an attempt 

to overturn the company’s patent on AZT.247   

But the resignation of PC’s long-time president Joan Claybrook in 2009 brought 

about what may prove to be the most significant development in history of HRG’s action 
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on drug prices:  the beginning of Robert Weissman’s tenure as PC’s head.  Weissman, as 

Wolfe points out,   “has quarterbacked an effort to get the drug companies off the backs 

of some… developing-world countries that want to break the patents.  As a result of his 

work—and other people, also, but he's really been a major player in this—the price of 

AZT is way, way lower in Africa and… and we strongly support that.”  Wolfe, who is 75 

and anticipating ceding responsibility for HRG to new leadership in coming years, 

speculates that Weissman may steer HRG into more involvement in this work.248      

 The efforts of Weissman and others to which Wolfe refers have constituted, in the 

last decade, a major frontier in the effort to “operationalize” the “health and human rights 

perspective” as it has been reinvigorated by the AIDS epidemic.  Tracking closely and 

often intersecting with the development of global trade activism was the development of 

a “global AIDS treatment activism” network beginning in the late-90s—documented by 

Raymond Smith and Patricia Siplon—in which Weissman figures.249  In the U.S., the 

leading figure in forging the network was Alan Berkman, a Bronx-based AIDS physician 

who embodied continuities between generations of radical health activism.  In the 70s he 

administered medical care to radical New Left activists—as MCHR members had—and 

spent eight years imprisoned for engaging in one such action in 1981 (at the dusk of the 

institutional life of MCHR itself).  In 1983 and then again from 1985-1992, Berkman 

served prison time for what he had done, namely treating a fugitive member of the 

Weather Underground who had sustained a gunshot wound during a firefight with the 

police after robbing an armored car.250   

 In 1998, after having worked with AIDS patients in NYC for the six years 

following his release from prison—years that spanned the introduction of effective 
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combination drug therapy into clinical practice—Berkman traveled to South Africa as a 

fellow with the Columbia School of Public Health.  Deeply disturbed by the rates of 

infection and absence of adequate treatment that he saw in Africa, and inspired by the 

ideas expressed by Jonathan Mann, Berkman resolved “that we don’t have to accept that 

treatment is impossible, because of the price at least.  The price is a man-made obstacle 

that we can change…”251  Brazil went a ways toward demonstrating this principle in 

1997, when the country’s own national pharmaceutical industry began producing generic 

versions of HIV medication and making them available for less that 25% of what brand-

name multinational companies charged.252  (Brazil had, since the early-80s, responded to 

AIDS with exceptional vigor as a result of exceptionally cohesive collaboration between 

its Ministry of Health and civil society groups including AIDS service organizations and 

gay and women’s rights activists.)   

 Berkman began developing his ideas in collaboration with veteran AIDS 

activists—in particular, John James, author of the authoritative circular AIDS Treatment 

News—as well as veteran consumer activists—in particular, Weissman, who had co-

directed the Nader-founded Multinational Monitor and Essential Information during the 

80s, and economist James Love, who had worked for Nader’s Center for the Study of 

Responsive Law since 1990, and with whom Weissman collaborated in founding the 

Consumer Project on Technology (CPT) to facilitate access to essential medicines and 

“knowledge goods” more generally in the developing world.253  Through Essential 

Information and CPT, Weissman and Love were actively involved, in 1998, in assisting 

the South African government in its own effort to issue a compulsory license to enable its 
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own pharmaceutical industry to produce low-cost generic HIV treatments and engage in 

parallel importing (importing generic drugs from other countries producing them).254     

   Compulsory licensing and parallel importing both entail invoking provisions of 

the multilateral Agreement on Trade-Related Aspects of Intellectual Property Rights 

(TRIPS) administered through the World Trade Organization (WTO) that exempt nations 

from honoring companies’ patent rights in case “of a national emergency or other 

circumstances of extreme urgency or in cases of public non-commercial use.”255  

Weissman and Love’s CPT, Doctors Without Borders, and Health Action International 

(HAI, see Chapter 4 of this dissertation) had all argued vigorously that these provisions 

applied to pharmaceutical patents.  The South African effort to procure cheaper drugs 

through compulsory licensing and parallel imports incurred the wrath of the multinational 

pharmaceutical industry and its allies in the U.S. government and also galvanized global 

treatment activism.  In South Africa, a new group called the Treatment Action Campaign 

formed within the National Association of People with AIDS and grew rapidly, assuming 

a prominent role in supporting the South African government’s embattled efforts to 

obtain low-cost drugs (and battling the same government when it refused to provide AZT 

to all HIV-positive pregnant women in public hospitals).256  In the U.S., the idea of 

forming a new advocacy group also took hold.  In late 1998 John James wrote in his 

periodical (with distinct echoes of early-70s consumerist rhetoric as well as rhetoric of 

contemporary global trade activism):  

Even without changing the GATT treaty itself, it would be surprisingly 
feasible for an activist movement to save lives…Congress, the White 
House, the U.S. Trade Representative, and others usually hear from only 
one side—multinational corporations, their industry associations, and 
organizations which have been created, paid, or pressure to echo their line.  
Usually no one addresses any other side—effectively turning the U.S. 
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government into a tool of corporate interests... Access to health care when 
life and death are at stake could become a world-class moral issue, like the 
international campaign against apartheid.  But meanwhile, even a far 
smaller movement could restrain some of the worst excess, by exposing 
abuses and forcing debate on the merits.257  
 

 In early 1999, Berkman began to recruit fellow actors to help him “initiate a 

multi-level strategy rooted in grassroots activism, to demand that the private sector, in 

cooperation with governments and non-governmental agencies, take concrete steps to 

dramatically expand access to life-sustaining medications, nutrients and nutritional 

supplements to HIV-infected individuals around the world.”258  He coordinated a working 

group around the issue of drug prices that came to be called the Health Global Access 

Project Coalition (Health GAP), intending it to serve as a nexus for this “smaller 

movement.”  Founding members of Health GAP included John James, James Love, 

Robert Weissman’s Essential Action, and multiple AIDS groups.  Other collaborators 

(not formally members) included Doctors Without Borders, HAI, the Treatment Action 

Campaign, and ACT-UP Paris among others.259  As South Africa tried to make use of 

TRIPS exemptions to obtain low-cost HIV medications, and the Office of the U.S. Trade 

Representative (OUSTR) threatened trade sanctions in response, Health GAP targeted 

Vice President Al Gore’s presidential campaign and the OUSTR with direct-action 

protests.260  In November of 1999, just before the massive global trade protests at the 

Seattle WTO Ministerial, ACT-UP members working with Health GAP occupied the 

OUSTR.261  In an early victory for Health GAP and the global treatment activism 

network that the “Battle in Seattle” helped grow and solidify, the Clinton administration 

announced it would no longer sanction African nations that pursued compulsory licensing 

or parallel importing of drugs.262  
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 In 2000 and 2001, global treatment activists hailing from multiple countries 

throughout both the industrialized and developing worlds achieved a series of substantive 

gains.  Prices of antiretroviral drugs dropped precipitously amidst increased competition 

in 2000, and the UN announced its intent to found a Global Fund to Fight AIDS, 

Tuberculosis, and Malaria—developments that treatment activists would seize upon to 

advance their agenda of expanding access to medications.263  In South Africa, Brazil, and 

Kenya, treatment activists confronted the brand-name pharmaceutical industry, 

successfully pressing for new laws and court rulings that facilitated production or 

importing of affordable generic drugs.264  “Having realized huge price cuts and funding 

mechanisms,” write Smith and Siplon,  

what the movement needed to do next was expand and institutionalize 
these critical gains.  In practical terms this meant…removing as many 
barriers to the use of generic medications as possible and at the same time 
ramping up efforts to get money for these drugs—whether from 
multilateral sources like the Global Fund, unilateral donations from 
countries, corporations, and charities, or poor countries’ own resources 
(freed up by canceling external debts).”265   

 
In 2002, however, global treatment activists began to encounter stronger 

resistance and significant setbacks.  At the WTO Ministerial in Doha, Qatar in late 2001, 

the body adopted a declaration that “the TRIPS agreement does not and should not 

prevent members from taking measures to protect public health,” and that “the 

Agreement can and should be interpreted and implemented in a manner supportive of 

WTO Members’ right to protect public health, and in particular, to support access to 

medicines for all.”266  Though some global treatment activists celebrated the declaration 

as a victory, others saw the meeting’s failure to address the issue of whether countries 

that produced generic drugs could export to poor countries without infrastructure to 
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manufacture such drugs as a major setback.267  And in the years following Doha, Smith 

and Siplon explain, “much of what the U.S. government and the pharmaceutical industry 

‘gave away’ in the headlines covering the Doha Declaration they managed to quietly 

recoup at later meetings and, more important, in bilateral trade agreements with a whole 

raft of countries and regions.”268  Moreover, as Berkman points out, given the funds that 

have now been committed by the Global Fund and other sources for expanding access to 

medicines, some of “the most crucial obstacles to expanded access” in developing-world 

countries, “are now in those countries” themselves.  “Whether this is due to serious 

problems with implementation, a lack of political commitment or corruption, or other 

factors,” writes Berkman “only the people of those countries will be able to hold their 

governments accountable.”269  And while local, grassroots groups have in many instances 

worked effectively with global partners in pursuit of treatment access, the very structural 

factors that facilitate the spread of HIV in the developing world can also constrain its 

residents from exerting political influence.   

 

 In founding Health GAP, Berkman and other treatment activists had been 

intensely aware that there were many deep, structural factors facilitating the growth of the 

epidemic that their efforts would not, initially, address.  As Berkman recalled: 

I think we correctly grasped the fact that the availability of treatment 
humanized the issue of global AIDS in a particular way.  It was more 
concrete in that you could actually save lives and in that way more 
compelling.  If we talked about everything we really need to deal with the 
global AIDS epidemic, we would lose focus and not accomplish anything.  
And focusing on treatment had a passion to it that was different than 
prevention.  If there was going to be a change in global AIDS policy, we 
needed to mobilize a base, and in the affected countries, treatment speaks 
differently to people…270 
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Now, however, in order to advance even this narrower founding objective of 

disseminating treatment to all who need it, the global treatment activism movement is 

grappling with whether to broaden its objectives to engage directly with structural 

problems of poverty, environmental degradation, sexism, and racial discrimination and 

the ways in which global economic policies exacerbate these problems.271  Because local 

people experience these problems as equally pressing and mobilize around them, and 

because these problems facilitate expansion of the AIDS epidemic, broadening the scope 

of advocacy in this way seems crucial for sustaining a grassroots activist movement.272  

At the same time, focusing on treatment and negotiating new aid frameworks, new drugs, 

and new bilateral trade agreements requires increasing levels of political, economic, and 

pharmacologic expertise.273   

HRG was likewise born of radical health activism, grounded in a long tradition of 

“social medicine,” and founded with the objective of effectively “doing something” 

rather than impotently attempting to “do everything.”   The Group has existed for decades 

in a liminal space between social movement and professional/expert organization, and 

prioritized advocacy around the safety, efficacy, and utility of treatments, even as it 

continued to advocate around healthcare delivery and with less sustained intensity around 

occupational health.  For these reasons, HRG’s example—both what the Group 

accomplished and what it did not—is a relevant one for global treatment activists as they 

move forward.   

Moreover, as both PC’s internal evolution and that of global treatment activism 

would suggest, it seems that the newer and older dimensions of the consumer movement 

may need one another to advance.  HRG’s efforts to shake drug safety and efficacy data 
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from FDA by arguing that the information’s public health import undermines any private 

claim to “trade secret” confidentiality parallel, for example, global treatment activists’ 

interpretation of international patent law.  And underlying the multinational 

pharmaceutical industry’s opposition to production of cheap generic versions of essential 

drugs in the developing world has always been companies’ concern that demand for 

generics would spread to industrialized nations, where brand-name drugs net massive 

profits.274  It is thus for the benefit of consumers in both “worlds” that Weissman has 

urged HRG to be active in shaping FDA guidance for streamlining approval of generic 

biotechnology drugs and that Wolfe has recently begun speaking publicly on the urgent 

need for “biogenerics.”275  As was the case with the Hatch-Waxman Act that streamlined 

approval of generic drugs in 1984, Wolfe views HRG’s expertise as useful in this effort 

“because it becomes a scientific issue” when proponents of generics need to argue that 

generic biotechnology products are therapeutically equivalent to their brand-name 

counterparts.276  

At the same time, as the authority of the FDA—the agency that has long served as 

HRG’s primary handle on pharmaceutical issues—has weakened in the last two decades, 

and as U.S. regulation’s emphasis shifts to post-market and the pharmaceutical industry’s 

activity becomes increasingly global, HRG will need new ways to make its nuanced 

assessments about the safety, efficacy, and utility of medications heard above the din of 

diversely-motivated “health advocacy organizations.”  Engagement with new efforts to 

“operationalize” the reinvigorated “health and human rights perspective” in both the U.S. 

and abroad must anchor the Group’s attempts to articulate and realize a “rational 

therapeutics,” particularly as the U.S. government cedes responsibility for articulating the 
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public’s interest in drugs.   Global trade activism, to which HRG is strongly but as-yet 

only peripherally connected, provides a framework for mobilizing such public health 

reform efforts across bounds of class and nationality—binding struggles for essential 

medicines and against unsafe or inefficacious medicines, for example, more closely 

together.   

Likewise, the campaign for single-payer health insurance that HRG has carried 

out with a limited number of partners in recent decades has deep cross-national 

resonance.  As prices for HIV medications in the U.S. began to rise rapidly again the 

‘00s, and as wait-lists for federally-funded AIDS Drug Assistance Programs and the 

numbers of citizens ineligible for such programs and unable to afford health insurance 

grew, HRG’s demand for simple government-sponsored health care—“everybody in, 

nobody out”—took on new meaning for people with HIV/AIDS domestically.277  Global 

treatment activists made related demands (albeit in radically different economic contexts) 

for abolition of user-fees for health care imposed on developing nations by World Bank 

and IMF loan programs, insisting, like American single-payer advocates, that health care 

is a human right.278  As Alan Berkman wrote, “The obstacles and challenges that must be 

overcome to achieve global treatment are now much clearer and more concrete.  In the 

past, the United States and other G8 countries dismissed arguments to change IMF and 

World Bank (and country-level) policies as ‘merely’ ideologically motivated demands 

from radical groups.  Now, they must confront the fact that they will never meet their 

own goal of universal access [to HIV treatment] …if users’ fees [for health care, imposed 

on developing nations by such international financial institutions in exchange for loans] 

remain in place.”279   
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The boundaries between “practical” and “ideological” social and political action 

shift over time.  The world economic crisis of the late ‘00s and the bank bailouts and 

austerity measures with which industrialized nations responded have elicited new waves 

of protest in Europe—and, more recently and tentatively, in the U.S.—around the 

functioning of national and global economic systems, with some activists citing the 

revolutionary movements of the “Arab Spring” as inspiration.280  Even as the bounds 

between “practical” and “ideological” action seem to shift over time, however, consumer-

reformers seeking not only efficacy but longevity for their efforts continue to have to act 

within what they perceive—in a given place and time—to be the constraints of political 

reality.    
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