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Henrietta Lacks’ family's
lawsuits: ethical
questions and solutions
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The family of Henrietta Lacks has
begun suing companies for using
her cells, raising ethical and legal
questions affecting research. Ben-
efits and burdens should be shared
among patients and researchers,
but do not necessarily warrant
cash transfers through lawsuits.
This discussion has crucial impli-
cations for profits from donations
of biospecimens.

The case of Henrietta Lacks

On October 4, 2021, the family of
Henrietta Lacks, a Black woman from
Baltimore who died from cervical cancer
in 1952, sued Thermo Fisher Scientific in
the US District Court of Maryland, and an-
nounced that they also intended to sue
hundreds of other companies for use of
her cells [1,2] (Box 1). Several issues
raised by the use of Lacks’ cells have
been probed previously [3], but this new
lawsuit, in addition to recent changes in
federal regulations and other events,
raises critical ethical and legal questions
that affect vast amounts of future scientific
research and billions of dollars of pharma-
ceutical and biotech company earnings,
and, thus, warrants close attention.

As the best-selling book, The Immortal Life
of Henrietta Lacks [4] and a subsequent
HBO film have described, doctors at
Johns Hopkins Hospital, where Lacks
was being treated, removed cells from
her cancer to diagnose it. Researchers
had been trying to grow cells from various
patients in the laboratory without success,

but her cells turned out to grow well. Since
then, laboratories have produced over
60 tons of them. Dubbed ‘Hela cells’,
reflecting her name, they have helped in
the development of vaccines for polio, co-
ronavirus disease 2019 (COVID-19), and
other disorders, and countless effective
drugs, along with billions of dollars in
profits. Yet, some of her descendants
have remained in poverty and lack health
insurance. The family's lawyers now
argue that companies have exploited her
legacy and should relinquish its net profits.

How to proceed in this situation

What happened to Lacks raises ethical
concerns and questions regarding whether
biospecimen donors should receive
compensation and, if so, when (Box 2).
In this case, Lacks was not told that
researchers might receive, use, or share
her cells, and for several decades, her
descendants did not know that her cells
were widely used. Moreover, medicine
has also long discriminated against
people of color, perpetrating injustices
that the COVID-19 pandemic have
exacerbated. Luckily, in part because of
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Lacks’ case, better regulations concern-
ing informed consent now exist'. In the
USA, the revised Common Rule requires
researchers to obtain consent for all
future use of biospecimens that include
identifying information’.

However, separate questions arise con-
cerning this particular lawsuit. Historically,
property laws are based on ownership of
land, and are increasingly difficult to apply
to biological ‘property’ in the form of cells
and genes. In Moore versus Regents of
California”, the California Supreme Court
ruled in 1990 that John Moore, a patient
with leukemia who had had his spleen
removed as part of treatment, did not
have property rights to a cell line that re-
searchers had developed from his tissue.
The Court opined that human cells outside
of the body are no longer property".
Granting patients such rights would ‘hin-
der research by restricting access to the
necessary raw materials’ and could ‘de-
stroy the economic incentive to conduct
important medical research’™”. The public
generally supports donation of body tissue
without payment (Box 3).

Box 1. Details concerning the Lacks’ family lawsuit

The lawsuit argues that, ‘Black suffering has fueled innumerable medical progress and profit, without just compen-
sation or recognition’, ‘Hela cells were obtained without Ms. Lacks’ consent’, and ‘the theft of Ms. Lacks’ cells
was profoundly unethical and wrong’ [1]. The suit claims that Thermo Fisher Scientific engaged in ‘unjust enrich-
ment’, as articulated in the Third Restatement of Restitution: ‘a defendant who is enriched by misconduct and who
acts with knowledge of the underlying wrong to the claimant’ is a conscious wrongdoer liable for its profits [1,2].

On December 16, 2021, the company asked a federal court to dismiss the lawsuit since the suit was filed after
Maryland’s 3-year statute of limitations, and the clinicians and researchers who obtained Lacks’ cells in 1951
had not violated any laws at the time since tissue removed from the body during treatment or surgery was then
usually considered medical waste, and no explicit consent was legally required for its further use. The com-
pany argued that physicians cannot be held to standards of professional conduct that did not exist when
the conduct occurred. A lawyer for the family countered that, ‘Instead of fighting this family, companies like
Thermo Fisher Scientific should welcome the opportunity to right this wrong and be part of correcting the
history of racial injustice in the U.S. medical system’.

The fate of this and other possible suits by the family remain unclear. Observers have noted that recent height-
ened attention and concern regarding racial and ethnic discrimination and disparities in healthcare might make
judges view the plaintiff’s case more favorably than they might have previously. Yet courts, while potentially
able to help reduce social inequities in certain areas (e.g., Brown vs. The Board of Education), may not be op-
timal in alleviating the specific injustices to which Henrietta Lacks was subjected, and in affecting medical re-
search, in which not only legal, but also scientific and ethical perspectives are crucial. Moreover, if the Lacks
family wins the lawsuit, monetary damages could also be seen as constituting a kind of ex post facto purchase
of human tissues, which represents commodification of the body, and could reduce the willingness of future
patients to allow research on their cells without compensation, thereby impeding scientific advance.
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Box 2. Arguments for and against compensating biospecimen donors

Truog et al. have argued that, in providing tissue, patients are not entitled to compensation unless undergoing
burdens beyond those required by clinical care alone (i.e., if tissue collection is solely for research purposes)
[3]. By contrast, Wendler asserts that if profits result, researchers should offer compensation to biospecimen
donors, such as Lacks, if the specimen contributes to the ‘valuable properties’ of the final product, as op-
posed to being mere raw material [5]. He argues that entities have ‘valuable properties’ if they ‘contribute to
the properties of the resulting product, which makes it valuable’. Factors involved include the contributor’s in-
tellectual input, effort, agency, and skill, or the uniqueness of the contribution.

Yet assessing whether biospecimens contain such ‘valuable properties’ and, if so, exactly how valuable these
properties are toward the profitability of a resulting product, will be hard to determine. Indeed, in general, all
raw materials can be said to have certain properties that are valuable in some way for the final product, which
is why they are being used, instead of other particular raw materials. Moreover, patients do not know the
uniqueness of their biospecimens a priori. Rather, researchers’ intellectual effort is essential. Aithough raw ma-
terials in other industries are often purchased, excess biomedical samples from clinical treatments are differ-
ent, partly given concerns about commodification of the human body. Such compensation could lead to
commodification of cells and parts of the body, such that other patients might then only be willing to donate
specimens if payment is possible, impeding scientific progress, and social benefits that might otherwise then
ensue. Thus, Western countries have similarly avoided financial compensation for blood and organ donation.
Biospecimens, when shared among scientists, are also commonly deidentified, and tracking down which cells
have unique properties may be impossible. These difficulties of assessing the value of raw materials do not in
and of themselves relieve researchers of the responsibility to compensate, but would pose practical difficulties
that are of note and should be considered.

Partly as a result of these challenges, recent ethical guidelines, included in the latest iteration of the World Med-
ical Association’s Declaration of Helsinki, recommend that an investigator inform all tissue donors whether they
will receive a share of any profits that might result, to ensure that study subjects are at least informed of the
terms of their participation, and can choose whether to participate, given these parameters. Yet, consent
forms now routinely simply state that specimen donors will not receive any profits resulting from the research.
Wendler rejects this approach of essentially, in practice, merely telling study participants that they will not re-
ceive any money. Instead, he argues for a mechanism for profit sharing [5]. Yet, a recent qualitative interview
study found that participants did not always understand that informed consent forms already allowed com-
mercialization of patients” genetic information. Interviewees in this study also had concerns about who would
profit from the information, how profits would be employed, and how privacy and access would be handled.
Describing how profits will be used could, however, raise some difficulty. It might not always be evident how
eventual profits would be utilized, especially when samples are collected for one purpose and shared for an-
other that could exist between initial sample collection and eventual development of a marketable treatment or
medical device. Thus, these results suggest the need to clarify in consent forms whether participants will or will
not receive a share of any profits. In addition, the Declaration of Helsinki sets an ethical standard in Europe and
much of the world, but has no formal standing and is not necessarily followed in the USA. Nonetheless, re-
searchers should consider adding such information to informed consent forms, if it is not already included,
stating in readily comprehensible language that they will not receive a portion of any potential profits derived
from their donation, if that is the case.

Box 3. Public attitudes and social norms toward biospecimen donation

Medical advances that can aid billions of people depend on patients’ willingness to share medical information
and leftover biological samples from blood draws and biopsies. In a study of 126 patients who had tissue re-
moved as part of surgery, 75% said they would donate their leftover samples without compensation, and only
9% felt they should be paid, although poorer and non-white participants were more likely to feel they should be
compensated: 18.2% versus 5.8% (P <0.001) and 13.6% versus 5.6% (P <0.032), respectively [7]. Reasons
to donate without compensation included altruism, advancement of scientific knowledge that may help one-
self or family, and views that tissue should be a voluntary gift and not a commodity. Respondents who felt they
should receive compensation felt that the tissue was a part of them, and that they needed the money.

While some developing countries allow people to buy and sell blood, kidneys, and other human organs, the
USA and other Western countries do not. Instead, those countries seek to avoid commodifying human organs
and other tissues, and encourage individuals to donate voluntarily, for instance, to blood drives to ‘give the gift
of life’. Otherwise, poor people might disproportionately end up selling their blood tissues or organs to wealthy
individuals, fueling exploitation and worsening current social injustices, with wealthier individuals dispropor-
tionately benefitting and poor people being disproportionately burdened.
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If scientists were to share, with patients,
revenues from research, quandaries arise
around how to determine exactly how to
do so [3]. Realistically, very few patients
will have leftover cells that yield discoveries.
Dilemmas emerge around whether only
those rare patients should reap rewards,
or whether all patients should do so, re-
gardless of which end up having cells with
valuable properties. Individuals in each of
these two groups of patients do not, in
and of themselves, contribute differently.
They all have leftover cells. Those whose
cells turn out to be more valuable did not
in fact contribute more in terms of their ef-
fort or thought. Yet, if every patient is then
paid, regardless of whether their individual
specimen ends up making a contribution,
the amount each would receive would be
exceedingly small.

In the USA and other industrialized coun-
tries, leaders in varying political parties
have similarly allocated relatively large
amounts of taxpayer revenue to medical
research [e.g., through the National Insti-
tutes of Health (NIH)] to discover treat-
ments for diseases that could help all
people. No one knows which individuals
will develop cancer or other serious illness
requiring these particular benefits. Hence,
all taxpayers jointly support such research
as a shared, common enterprise.

In addressing claims by Lacks’ family or
by others in the future, ethical principles
of patient autonomy, beneficence, non-
maleficence, and justice are crucial to
apply. Informed consent for Lacks was
lacking, largely given the different ethical
standards and regulations at the time. How-
ever, Lacks did not undergo any increased
risk due to her donation. Unfortunately, she
was a member of a disadvantaged minority
and at least some members of her family
have since had poor access to healthcare.

Ethically, given the truly unique nature of
her contribution, her descendants argu-
ably should receive something in return,
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but how much is unclear. Lacks' contribu-
tion has aidede billions of people and
earned corporations patents and billions
of dollars. Given the ethical principle of rec-
iprocity, she should ideally benefit in some
way. Since she is deceased, her family,
who share large amounts of her genes, ar-
guably deserve some recognition. Yet de-
termining how, and to what degree, and
arranging for such reciprocity poses signif-
icant challenges. Certainly, partly given the
principle of reciprocity, Lacks’ family should
not lack health insurance and, thus, be un-
able to afford treatments that her cells
helped develop in critical ways. Hopefully,
her family has benefitted, as we all have,
from the drugs and vaccines that her cells
have helped make possible. Additionally,
researchers who have profited from her
cells should mention and thank her in pa-
pers and presentations [5]. Johns Hopkins
University has also, fittingly, established
scholarship funds in her name for inner-
city Baltimore students.

Additionally, with proceeds from her
bestselling book, Skloot [4] established
the Henrietta Lacks Foundation, which
has received further donations from the
Howard Hughes Medical Institute, NIH
Director Francis Collins, Abcam (a UK-
based life-sciences company), and others
[6], and has given grants for certain health
expenses to members of Lacks’ family
and other individuals who have made
contributions to science without their
consent”. Such a nonprofit system of do-
nations from biomedical research compa-
nies that have earned billions in profits
provides an important model for helping
to support the Lacks family and to address
their claims. Other companies that have
earned billions in profits should also con-
tribute to this Foundation, since these
profits derive, in significant part, from her
cells.

Scientific advances have always depended
on openness and sharing of knowledge
and scientific benefits and the trust of

participants, and must continue to do so.
Donations to such a foundation should
not necessarily be seen as constituting a
precedent for participants in other areas
of profitable research to demand financial
compensation, since her case is unique
in many ways, given the lack of informed
consent, much stronger subsequent regu-
lations governing research, promulgated
by the 1974 National Research Act, and
more recent ethical guidelines clarifying
that researchers inform study partici-
pants whether possible future profits will
or will not be dispensed, since it might
not always be evident how eventual
profits would be used, especially when
samples collected for one purpose
are shared for another, in developing
possible treatments or medical devices.
However, patients could be informed in
readily comprehensible language that
they will not receive portions of any
potential profits.

Yet, the amounts of donations to -the
Henrietta Lacks Foundation should not be
minimal and merely token. For instance,
Abcam, with a valuation of US$5.22 billion,
2020 revenues of US$270 million and
gross profit of US$189 million, contributed
an ‘undisclosed amount,” but, in 2019,
the total gross receipts of the Foundation
were less than US$50,000. Hence, the
contribution amounts to this Foundation
have been miniscule relative to the billions
in profits that companies have earned by
relying on her cells. Instead, somewhat
larger amounts (e.g., perhaps a donation,
even if one-time, in the order of magnitude
of 0.01%, or even 0.001% of the annual
profit of companies that have reaped
billions) might arguably be more appropri-
ate and worth considering, and would
also represent a tax-deductible charitable
contribution. The Henrietta Lacks Founda-
tion could also publicly list donors and
amounts given, to express thanks, provide
transparency, and potentially apply implicit
public pressure on those who have benefit-
ted financially, but not donated.
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Needs also exist to determine the exact
extent of the needs of the Lacks family.
Among her children and grandchildren,
how many now lack health insurance
and/or remain in poverty? Arguably,
compensation need not necessarily ex-
tend indefinitely into the future to all great
grandchildren, great-great grandchildren,
and so on, but some realistic sense of
the potential needs does not seem
unreasonable.

Important questions also arise regarding
how best to address the increased preva-
lence of perceptions among poorer and
non-white individuals that they should be
compensated for donation of biospeci-
mens, given that these groups have in
fact had less access to healthcare, and
thus have legitimate concerns about
ongoing healthcare disparities. Partly in
recognition of the vital contributions of
Lacks and others, policy-makers and
the public should support efforts to re-
duce these ongoing disparities.

Concluding remarks

The benefits and burdens of medical
research are high and should be shared
among researchers and study participants,
but do not always warrant actual cash
transfers through lawsuits or other means.
Nonetheless, in this case, more needs to
be done. Several approaches are possible.
Respect, recognition, ongoing attention to
such issues, and consideration of other ap-
proaches, such as the model presented
here, are vital. Otherwise, we might further
erode the trust and willingness of partici-
pants to provide biospecimens that can
aid us all. In science, such generosity
should be as mutual as possible.
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Resources
‘www.wma.net/policies-post/wma-declaration-of-
helsinki-ethical-principles-for-medical-research-
involving-human-subjects/
ihttps://www.hhs.gov/ohrp/regulations-and-policy/
regulations/45-cfr-46/index.html

il ww . lexisnexis.com/community/casebrief/p/
casebrief-moore-v-regents-of-univ-of-cal
Vhttps://www.hhs.gov/ohrp/regulations-and-policy/
regulations/finalized-revisions-common-rule/index.
html
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