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PERSPECTIVE
Can civil lawsuits stem the tide of direct-to-consumer

marketing of unproven stem cell interventions

Claire Horner', Evelyn Tenenbaum?®?, Douglas Sipp @&*>%” and Zubin Master@®?

The sale of unproven stem cell interventions (SCIs) by commercial entities has proliferated in highly developed countries, most
notably in the USA. Yet, there have been few criminal prosecutions and regulatory enforcement actions against providers who have
violated laws and best practice standards due to the lack of resources and legal ambiguity. While the stem cell research community
has invested much in protecting patients and preventing the growth of this industry, some patients are seeking remedies under
civil law to hold stem cell clinics responsible for fraudulent practices. Several patients have filed lawsuits against providers
demanding compensation for physical injuries caused by unproven treatments and financial losses due to fraud and false
advertising. Lawsuits can be used as a tool not only to compensate plaintiffs but also to achieve positive public health and policy
outcomes. In this paper, we explore the value of a public health litigation strategy as a countermeasure against the exploitative
practices of the unproven SCl industry by analyzing stem cell lawsuits and comparing them with other major public health litigation
efforts. We argue that stem cell lawsuits complement other approaches to reining in unsafe practices. In particular, stem cell
lawsuits could intensify publicity and raise awareness of the harms of unproven treatments, set legal precedent, reshape the media
narrative from one focused on the right to try or practice to one highlighting the need for adequate safety and efficacy standards,

and encourage authorities to turn their attention to policy reform and enforcement.
npj Regenerative Medicine (2018)3:5; doi:10.1038/541536-018-0043-6

INTRODUCTION

The direct-to-consumer marketing of unproven stem cell inter-
ventions (SCls) has emerged amid a complex and highly dynamic
social, economic, and legal-regulatory environment.! In the early
years, it was suspected that lax regulations and enforcement
permitted businesses to thrive, primarily in developing countries.
However, recent reports show a significant rise of clinics in
economically developed countries, including the USA, UK,
Australia, and Japan,®™ calling into question whether robust
regulatory frameworks are sufficient to rein in these practices.
Although active enforcement with more stringent penalties might
be an effective countermeasure, the current trend in the USA and
other countries focuses on developing pathways for accelerated
or conditional approval of regenerative medicine products, rather
than a move toward more regulation.” Indeed, most US states
have enacted Right to Try legislation,® and the US Senate recently
passed the federal Trickett Wendler Right to Try Act,” which may
restrict regulatory authorities’ ability to exert control over
companies selling unproven SCls. In the absence of government
oversight of private sector firms, patients and consumers may
need to look elsewhere to protect their interests. Civil litigation
provides a means for patients who feel they have been harmed by
undergoing a SClI to seek redress and compensation from
providers and may also motivate government and industry to
address the issue on a larger scale.

We identified 9 individual and class action lawsuits filed by 19
named injured patients against providers offering SCls using the
LexisNexis and Westlaw databases, as well as Google.com. We
excluded cases involving noninvasive cosmetic products, lawsuits
that did not involve an injured plaintiff suing a clinic or clinician
for damages, and cases in which the injury was not caused by the
SCl. A more diverse list of cases involving stem cells that includes
other claims, such as intellectual property and vendor contract
disputes, has been compiled elsewhere® In this paper, we
compare the identified cases to other public health litigation
efforts and outline the advantages and shortcomings of civil law in
protecting the health of consumers in this context. We argue that
civil litigation is a potentially effective tool against businesses
marketing unproven SCls and outline how this can be achieved.
We provide several considerations for members of the stem cell
research community to support patients seeking legal
recompense.

A COMPARISON WITH PUBLIC HEALTH LITIGATION: BENEFITS
AND LIMITS OF LAWSUITS AGAINST PROVIDERS SELLING
UNPROVEN SCIS

The small but growing number of individual and class action
lawsuits filed against stem cell clinics include claims of product
liability, misrepresentation of fact, false advertising, lack of
informed consent, and financial elder abuse (Table 1). The

"Baylor College of Medicine, One Baylor Plaza, Suite 310D, Houston, TX 77030, USA; 2Albany Law School, 80 New Scotland Avenue, Albany, NY 12208-3494, USA; *Alden March
Bioethics Institute, Albany Medical College, 47 New Scotland Avenue, MC 153, Albany, NY 12208-3478, USA; *RIKEN Center for Developmental Biology, 2-2-3 Minatojima,
Minamimachi Chuo-ku, Kobe, Japan; *Department of Physiology, Keio University School of Medicine, 35 Shinanomachi, Shinjuku-ku, Tokyo 160-8582, Japan; ®Keio University
Global Research Institute, 2-15-45, Mita, Minato-ku, Tokyo 108-8345, Japan; "RIKEN Center for Advanced Intelligence Project, Nihonbashi 1-chome Mitsui Building, 15th floor, 1-4-
1 Nihonbashi, Chuo-ku, Tokyo 103-0027, Japan and ®Biomedical Ethics Research Program, Mayo Clinic, 200 First Street SW, Rochester, NY 55905, USA

Correspondence: Zubin Master (master.zubin@mayo.edu)

Received: 4 October 2017 Revised: 19 January 2018 Accepted: 22 January 2018
Published online: 19 February 2018

NP| nature partner
pJ journals

Published in partnership with the Australian Regenerative Medicine Institute


http://orcid.org/0000-0002-5979-0938
http://orcid.org/0000-0002-5979-0938
http://orcid.org/0000-0002-5979-0938
http://orcid.org/0000-0002-5979-0938
http://orcid.org/0000-0002-5979-0938
http://orcid.org/0000-0002-3462-4546
http://orcid.org/0000-0002-3462-4546
http://orcid.org/0000-0002-3462-4546
http://orcid.org/0000-0002-3462-4546
http://orcid.org/0000-0002-3462-4546
https://doi.org/10.1038/s41536-018-0043-6
mailto:master.zubin@mayo.edu
www.nature.com/npjregenmed

C Horner et al.

Civil Lawsuits and Unproven Stem Cell Treatments

np)

810T ‘L Atenuer jo sy,
Ajuo (s)ynurejd psweu jo BWIIY,
uonde ssepd pasodold,

_buiobup

Huured
Aq passiwsip Ajeiunjop

Jbuiobup

Jbuiobup

Pamss

pPames

(jleadde uo passiwsiq)
SjuepuaJep Jo Joney

ul uawbpn( Arewwng

Aupigel| 1npoid

SS3JISIP [RUOIIOWS JO UONdIul

1uab1163U SSaUISIp [PUOIIOWS JO UOIDIPUI
Jeuonualul ‘uonejuasaidaisiw usbibau
‘fuesiem Jo yoeaiq ‘adnpeidjew [ed1pay
asnge Jap|3 [epueuy

uaWIYdUd Isnfun ‘uonejussaidaisiw
1uabiibau ‘pneuy ‘sadnoeld ssauisng Jleyun
Buisiyanpe

Buipes|siw pue pnelj SUOIIEIIUNWIWOD
{UOISIDAUOD ‘ANAINDE Jeulwld Joj Ayeuad [IAID
‘uonejuasaidaisiw JuswddNPUI JUSNpNey
‘sadioeud apesy Jiejun pue aandsdeQg

Aujige) npoid

Aupgel| 1npoid

Aupigel| 1npoid

‘|aq ‘pneyy ‘Kianeq ‘edndeidjew [es1ps|y
108} JO uopeUISAIdDISIW

1ua61|63U ‘pnely JUISUOD PaWLIojul

uoeIauabap JeiNde

(417 19D was,)
sasodind d13vwso)

qS219eIp 'sndn

(snouen) aseasip bun

uorneiauabap Jejndepy

uonessuabap Jejnde
inpad04d juswade|dal
juejdwi 3seauq

Jo ped se paiadjdwo)

ojul uond3fu|

0jul uond3fu|

/pue uoisnyui A

ojul uondaful

01Ul uond3(u|

soka
Hniurejd wouy anssiy ssodipy

El-T|
(s)nuteld wouy anssn asodipy
uonaful
129.1p Jo
(s)ynuiejd wouy anssn asodipy

(s)ynurerd
woJj MOJLIew 3uoq Jo/pue poojq
w0l S||90 Wals [ewAyduasaw

uoisnjui Al 1o/pue dnalodolewaH

saka
gnuied wouy anssiy asodipy

safa
gnuied wouy anssi asodipy

anssi) 1sealq
ojul uondafu|

gnuied wouy anssiy asodipy

(£10T ‘2L

J19qwiadag pajy 1D A1uno) piemoug ‘eld)
£TVTTO-£1-3DVD ON ‘[e 19 “du] ‘Ueyolg e
/32Ul 19D WIS SN A pae|[eA Suluues(
'(910T ‘SL J9quisnoN

pajy "0D s9Rbuy so7 1D uadng ‘|ed)
L££0%9D9 "ON ’[e 13 uofjelodio) [edIpaly
pasueApy ueduawWY ‘A HIaquILlS U0

(9102 ‘ZZ 1snbny pajy
‘[eD 'A’S) 9182-AD-91 "ON ‘|e 12 du| ‘dnoin
|eSIpPaN XauaHwelS ‘A ISJ00IA eu3|eS

o(£10T ‘6T

1aquisda@ panowas el4 ‘') €LLEO-AD
-/1:8 D71 ‘91n1isu] Bun ‘A 0JaAly Awwe]
(SL0T ‘0€

J9QWIDAON P3|y 3D A1uno) piemolg “eld)
LOLLZOSLIDVD ON ‘[e 32 "2u| ‘Mesyolg
2/3/4 2] ‘[|9D WIS "S'N "A S|ON Yiaqgezi|q
(S10T ‘Z1 Joqu1das pajy 1D

Auno) speg-lweln ‘eld) L0-¥D-£9¥120
-GLOT "ON ‘|e 39 du| ‘Weayolg ‘A speg Asied
(€102 ‘2L AInf paly obaig ues 1) uadng
‘eD) TLD-WW-ND-Cr/LLS-EL0T-LE "ON ‘[e 312
‘A’ ‘UsYoD Y USASIS ‘A wjoyul eAue]
“(T10Z ‘0T 3snbny

paly "0D 3ie[d 11D IsIQ ‘ASN) €€1£99-TL-Y

paMmas  jo yoe| ‘Ainp Aiednpy jo yoeauq eousbiibaN siseya|yduolg uolsnjul Al Hiuteid wouy umesp poojg "ON ‘|e 12 ‘Bunoj AIUsH A SDSUOH d piemp]
‘(z10t

29Uy ‘6T aunf paAowai ‘|e) ‘dD) 89950-AD

asnge Jap|o [epueuUy ‘@duabijbau s919qelp ‘@inssaid ojul uondaful uawopge  -g| ‘ON °[e 19 U] ‘9duaIdS 1T INY eN/}

[oETNE]S ‘Buisiusanpe asje) ‘uoneiuasaidalsipy poo|q ybiy ‘snuyuy  pue uoisnjul Al s jiuteid wouy anssiy asodipy  “du| “esolg uewnH ‘A ‘|e 19 997 bueH uag
uonisodsig pasiel swiepd [elausn pajeas (s)uonipuod  [DS jo A1aAlRQg 92IN0S dNSSIY/|[9D WS aweu ased)

s|DS panoiddeun uo sjINsme| UOIIde Ssed pue [enplAlpul SN JO Alewwing

‘L 9lqel

Published in partnership with the Australian Regenerative Medicine Institute

npj Regenerative Medicine (2018) 5



increasing frequency of lawsuits could be the beginning of a
public health litigation campaign, which may serve to raise public
awareness about harmful business practices and curtail the
industry similar to other public health litigation strategies.

Public health litigation has been used in tobacco-related illness,
gun violence, and the clergy abuse scandal among others, not
only to compensate injured plaintiffs but also to achieve positive
public health and policy outcomes.”'® While the subject matter in
these cases varies widely, tort litigation has had the effect of
attracting public attention, shaping the media narrative, uncover-
ing information, and giving issues greater prominence on agency
agendas, eventually altering industry practices.

Public health litigation has been implemented in various ways
based on the context of harm and with varying success. In the
context of the clergy sexual abuse scandal, where this public
health litigation strategy achieved positive outcomes, successful
litigation garnered media attention, identifying sympathetic
plaintiffs, generating moral outrage, and mobilizing support for
victims."" As the media narrative grew, more individuals came
forward to file lawsuits refocusing attention on institutional
responsibility, rather than solely on individual defendants.
Although the primary goal of public health litigation is to
compensate victims, it had the additional effect of increasing
awareness and prompting governments and others, including the
US Conference of Catholic Bishops, to investigate the issue and
amend policies to strengthen enforcement and prosecution
efforts to prevent future incidents.'" While lawsuits against stem
cell clinics are not to target a single institution as in the clergy
abuse context, several clinics do form conglomerates that might
help in uncovering fraudulent business practices instituted across
clinics.

The threat of financial liability for wrongdoing is the primary
means by which civil law governs behavior in the private sector.
Despite calls for stepping up enforcement efforts, the US Food
and Drug Administration (FDA) is currently restricted in its ability
to identify and target clinics operating in apparent violation of
regulations.'> The fear of tort liability may provide sufficient
incentive for compliance and minimize the occurrence of
unethical practices.’

In addition to having a direct financial impact on clinics, stem
cell lawsuits may help raise public awareness and influence public
policy, particularly if there is a high volume of cases. Although
public awareness and education campaigns publicize predatory
practices of some stem cell clinics,'® the impact of these messages
is being overwhelmed by clinics advertising treatments as
panaceas for treatment-resistant and chronic conditions'* and
political advocacy groups demanding easier access to unproven
treatments as a matter of patient rights. Litigation may impact the
broader conversation about unproven SCIs by drawing attention
to negative outcomes and engendering moral outrage on behalf
of vulnerable and sympathetic plaintiffs. Plaintiffs will receive
public sympathy because they typically have debilitating diseases
and turn to clinics as a last resort. Additionally, stem cell lawsuits
may reframe the media narrative shifting the focus away from the
patients’ right to try and instead toward misconduct by providers,
holding them accountable and highlighting the need for
adequate safety and efficacy testing of experimental products.

As seen with lawsuits against tobacco companies, another
major benefit of stem cell lawsuits is uncovering previously
undisclosed information about a provider’s practices through the
discovery process, which may trigger FDA investigations.” Law-
suits could help identify wrongdoers and contribute to effective
enforcement against such clinics.

Finally, and perhaps most importantly, cases against providers
may catch the attention of the media leading other victims to
come forward and likewise file suit—similar to what happened in
the clergy abuse context. Despite evidence of injury, very few
patients publically report suffering negative impacts. There may
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be several complex reasons for patient silence; perhaps it is due to
embarrassment or fear of reprisal from their patient community or
perhaps they themselves do not view their overall experience as
negative. However, if enough lawsuits are filed, the debate will be
thrust into the public eye forcing policy makers and administrative
agencies to do more to address the proliferation of clinics
operating outside accepted scientific and medical standards.’

A CLOSER LOOK AT STEM CELL LAWSUITS

Most lawsuits to date have reached a settlement with no
substantive ruling or court opinion on the merits of the claims
raised. However, in one current proposed class action case, Moorer
v. StemGenex, the court decided that some claims lack merit,
while others potentially have merit and could proceed to trial."
The complaint relied primarily on false advertising and misrepre-
sentation claims, alleging that StemGenex (1) misrepresented
satisfaction ratings on its website by stating that no patients were
dissatisfied despite being presented with evidence to the contrary,
and (2) advertised its treatment as providing a benefit without any
evidence of efficacy.” The Court allowed the misrepresentation of
customer satisfaction claims to proceed but dismissed the claims
based on a misrepresentation of efficacy. According to the Court,
plaintiffs cannot prevail on a claim for fraud under California
Consumer Protection Laws when there is merely a lack of
evidence that a SCI will work; plaintiffs only have a viable fraud
claim if they can provide positive scientific evidence both that the
SCls do not work and the clinic knew about it."> The burden of
proof is on the plaintiff to show that the SCls are demonstrably
ineffective and that the defendant provided them in spite of this
scientific evidence. The Court also dismissed the plaintiffs’ claim
that the defendants violated the human experimentation law by
failing to obtain adequate informed consent for treatment. The
Court found that the SCls offered by StemGenex would not be
considered “medical experimentation”, which is defined in the law
as an intervention “not reasonably related to maintaining or
improving the health of the subject”.'>'® Because the SCI was
related to maintaining or improving health, it fell outside the
scope of the California law.

Initial complaints often include several theories of liability, and
therefore dismissal of some claims, with the option of amending
and refiling them, is not necessarily a “loss” for plaintiffs. In
response to the ruling, the plaintiff submitted a Fourth Amended
Complaint relying on false misrepresentation of patient satisfac-
tion ratings.'” This document names five plaintiffs individually in
the lawsuit but proposes there are likely hundreds more plaintiffs
who would be included in the lawsuit if the Court decides to
certify the class. The Court’s ruling in dismissing some claims does
not mean that they would not be viable in other states. As more
courts issue opinions on the merits of certain claims in different
jurisdictions, attorneys will be better able to identify strategies
most likely to be successful in future cases.

Other lawsuits that resulted in settlement alleged different
claims that may also be found to have merit. For example, in two
cases against US Stem Cell, Inc. (formerly Bioheart, Inc)'® and
Bioheart, Inc.' in 2015, plaintiffs raised product liability claims
alleging that the company retrieved adipose tissue and injected it
bilaterally into their respective eyes to treat macular degeneration
resulting in severe and permanent damage.?’ Unlike the
StemGenex case, these cases alleged actual physical injury caused
by the SCls and claimed that the company failed to ensure both
the safety of its products and that the products would successfully
accomplish what they were marketed to do, namely, treat macular
degeneration.'®' Such cases may have a stronger basis for
liability, relying on physical injury rather than financial injury and
claiming that the advertised therapies are actively harmful, not
merely ineffective.

npj Regenerative Medicine (2018) 5
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However, most lawsuits filed against clinics to date have ended
in settlement or voluntary dismissal with no court opinion to offer
judicial analysis of the claims (Table 1). It is more difficult to gain
media attention if there is no decision or the cases result in a
confidential settlement. Nevertheless, a judgment against a stem
cell clinic would set precedent in that jurisdiction for legal liability
in offering unproven SCls, putting other clinics on notice that
similar practices may end up in a successful lawsuit. Furthermore,
trial court proceedings and subsequent court opinions would be
public, fostering media coverage and public policy debate. While
lawsuits ending in confidential settlement may be less effective in
garnering media support, an overall increase in the number of
lawsuits filed may signal a public health problem in offering
unproven SCls. This is especially true because filing the lawsuit
itself may result in press coverage, as has been the case for several
such suits to date. Media attention would in turn heighten
awareness about clinic practices and the state of the science and
could raise political support to promote further regulatory inquiry
into business practices.

While there is little legal precedent in the USA, one case in
Japan serves as an example of a successful civil lawsuit resulting in
a judgment against a stem cell clinic.?' In this case, the plaintiff
successfully sued a private stem cell clinic for failing to discuss the
risks of infusing mesenchymal stem cells, particularly in light of
the patient’s preexisting medical conditions. According to the
court, the plaintiff was not adequately informed of the risks prior
to undergoing the procedure and was awarded the costs of
therapy as well as an additional 500,000 yen (~4188 USD) in
damages.?’ Although the US administrative and legal systems
differ greatly from Japan'’s, this case demonstrates the global
relevance of legal efforts to protect patients from unproven SCls
and offers insight into the way in which the medical community
can respond.

COMBINING STRATEGIES TO COUNTER THE MARKETING OF
UNPROVEN SCIS

While lawsuits are likely to be effective in combating unethical
stem cell clinics, the nature of the SCI industry may make it
difficult for civil litigation alone to counter the current growth
trend. The primarily online marketing presence of the industry and
geographical mobility of providers makes it simple for providers to
alter practices to evade prosecution or skip payment. While
judgments could be entered against clinics, jurisdictional limita-
tions may render successful plaintiffs unable to collect damages
from defendants who relocate overseas. Therapeutic statements
can be worded suggesting efficacy without making any binding
promises, and the nature of web marketing allows for the rapid
revision of legally problematic claims. Clinics have begun seeking
ways to limit their customers’ avenues for legal recourse through
the inclusion of waivers and disclaimers in informed consent
documents and on websites.?? Non-disparagement clauses and
arbitration agreements in service contracts are increasingly being
used by businesses to shield reputations and limit liability. While
the use of civil law as an instrument for patients seeking
restitution can impact and alter business practices, having a more
comprehensive approach involving litigation, federal drug and
professional regulation, and public education is likely to have a
collective social impact to reign in unethical practices.'>*3?*
Regulatory efforts have been modestly successful in the closure
of clinics abroad®® and in the USA,?®%*” with most recent efforts by
the FDA against clinics in California and Florida.'? Yet despite
notable efforts by the FDA through investigation and drafting
clearer guidance, clinics in the USA continue to offer unproven
SCls under incorrect claims of regulatory compliance®® or may
relocate to a more permissive regulatory environment.?® Press
coverage of lawsuits may raise awareness and draw the FDA’s
attention to unethical stem cell business practices. Public health
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litigation may also raise the specter of unproven stem cell
treatments and could result in greater allocation of resources
toward FDA's regulatory and enforcement efforts. Additionally,
lawsuits can prompt state medical boards to investigate and
discipline those physicians who practice beyond their scope.

Increased media exposure combined with the development of
sophisticated health literacy strategies might sway some patients
from turning to unproven SCls. Patients with untreatable or
refractory conditions, who may believe they have little to lose,
may ignore warnings from physicians or patient advocacy groups
and instead incur substantial costs and attempt unproven SCls
even with slim to no chances of improvement. While there may be
a perception among some patients that clinics engaged in
misconduct are simply “bad apples”, public education campaigns
may gain greater traction when accompanied by media exposure
and regulatory efforts. Raising awareness may motivate patients to
further scrutinize clinics by demanding more information and
proof of efficacy of SCls or possibly reconsider the entire venture.
Additionally, given that social support can impact self-efficacy and
health behavior, broader public awareness about the dangers of
unproven treatments among families and friends of patients may
further influence patients’ perspectives on the risks of unproven
SCls.

Influencing the health of a population requires a combination of
legal, regulatory and educational efforts.>*® The success of anti-
smoking campaigns took a combination of health litigation efforts
against “big tobacco”, regulatory and policy efforts to limit
smoking, and public health literacy to make a significant impact
on rates of smoking.'?? Combining legal, regulatory, and
educational efforts offer a powerful strategy that when applied
in concert could effect public policy change and stifle the
burgeoning SCI industry.

WHAT CAN THE STEM CELL RESEARCH COMMUNITY DO?

Litigation should be accompanied by coordinated efforts of
scholars, patient advocacy groups, and scientists within the stem
cell research community. Public outreach efforts to communicate
the ethical and legal concerns to patients should continue. Efforts
to raise awareness and share legal strategies with legal practi-
tioners through bar association journals and continuing education
programs will inform lawyers about harmful practices so they may
better serve their clients. Scholars and stem cell scientists can
provide expert testimony where appropriate regarding the state
of stem cell research. Finally, patient advocacy groups should
continue to provide education and outreach to reinforce the
message that many SCl businesses offer scientifically baseless
interventions that are unlikely to help patients or society.>*>*

CONCLUSION

A sufficient number of stem cell lawsuits can have a strong impact
in stifling the unproven SCI industry by permitting patients to
recover damages incurred, raising public awareness and political
support, and stopping harmful business practices. While successful
cases leading to judgment for plaintiffs will be most effective,
settled lawsuits may also garner attention by demonstrating the
need for policy changes and greater FDA oversight. As lawsuits
increase, more victims are likely to join the growing chorus of
advocates pushing to stop the spread of unapproved SCls. While
patients may believe they have nothing to lose in trying an
unproven SCl, there is a real risk of losses to the patients
themselves, to others suffering from intractable medical condi-
tions, and to society. Civil litigation efforts, in conjunction with
increased regulatory enforcement and public education cam-
paigns, may convincingly show patients and society that there are
real and significant harms from unproven SCls, and this strategy
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may complement the arsenal of efforts focused on reining in this
industry.
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