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In this analysis, Eric M. Kraus and Caroline E. Oh of
Sedgwick, Detert, Moran & Arnold in New York discuss
the litigation trends involving herbal remedies and suggest
that manufacturers of dietary supplements may soon face
lawsuits similar to those that have confronted the pharma-
ceutical industry.

I. Introduction

The biblical dictate "man cannot live on bread alone" fore-
told the end of the millennium explosion of consumer pur-
chases of dietary supplements and herbal remedies.  This
increasing popularity of herbal remedies and dietary sup-
plements evinces the high consumer demand for alterna-
tive natural treatments for traditional ailments.  However,
manufacturers of dietary supplements may soon find them-
selves facing many legal issues similar to those that have
confronted the pharmaceutical industry, especially those
arising from complaints about their products.  Supplement
manufacturers should be especially vigilant, in light of the
recent flood of negative media coverage regarding the dan-
gers of supplements, and the increased public outcry ques-
tioning the government's effectiveness as a regulatory
watchdog.  As complaints mount, even seemingly modest
problems can trigger the appetite of an ever-hungry plain-
tiffs' bar for new and relatively untapped litigation targets.
This article offers a broad overview of the impact of the
federal regulation on the industry, a look at the current
state of dietary supplement litigation and some predictions
about future litigation trends.  This article particularly
focuses on the experience of pharmaceutical products lia-
bility and deceptive-trade-practices lawsuits as a window
into the future of dietary supplement litigation.

II. Regulatory History Concerning Herbal 
Remedies and Dietary Supplements

In 1938, Congress placed dietary supplements within the
Food and Drug Administration's regulatory authority, and

so began a tumultuous relationship between the FDA and
the dietary supplement industry.  The passage of the 1938
Federal Food, Drug and Cosmetic Act marked the begin-
ning of many regulatory oscillations of power to come
between manufacturers and the FDA.  It specifically 
provided labeling requirements and afforded the FDA
authority to regulate dietary foods and declare them, under
certain circumstances, misbranded.2

In 1958, the Food Additive Amendments to the Federal
Food, Drug and Cosmetic Act were passed and the FDA
was empowered to assess the safety of all new ingredients,
including those used in dietary supplements,3 by regulating
herbal substances as food additives.4 Consequently, the
onus was now on the manufacturers to establish the safety
of their products before selling them.5

In 1990, Congress enacted the Nutrition Labeling and
Education Act of 1990, which placed limitations on the
health claims that could be made on food and dietary sup-
plement labels.6 The FDA would only authorize a claim if
there was significant scientific agreement among qualified
experts that such a claim was supported by the totality of
publicly available scientific evidence.7

In the face of pre-market approval requirements for safety
and efficacy, and explicit labeling requirements, opponents
made efforts to prevent the FDA from implementing these
regulations regarding health claims appearing on the labels
of dietary supplements.  The result was the Dietary
Supplement Act of 1992,8 which called for a one-year
delay on the implementation of the Nutrition Labeling and
Education Act and mandated that the FDA submit docu-
mentation on the issues regarding dietary supplements.9

III. The Regulatory and Litigation Landscape Today

To preserve consumers' right to purchase dietary supple-
ments, Congress enacted the Dietary Supplement Health
and Education Act of 1994.10 While food and drugs may
otherwise be subject to stringent regulations and testing by
the FDA, the DSHEA exempts dietary supplement manu-
facturers from many of these regulations.  Three salient
changes under the DSHEA provide supplement manufac-
turers with a more liberal regulatory framework.  First, the
statute crafted a broad definition of "dietary supplement."
Second, the requirements regarding the labeling of dietary
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supplements were modified.  Lastly, the burden of proof
regarding a product's safety was shifted from the manufac-
turer to the FDA.

In an effort to make dietary supplements more accessible
to American consumers, the DSHEA now broadly defines
dietary supplements, creating a new category distinct from
food and drugs.  This expanded definition explicitly
includes products intended to supplement the diet that, for
example, contain herbs or other botanical substances;
products labeled as "dietary supplements"; and even prod-
ucts approved as new drugs that, prior to approval, were
marketed as dietary supplements or as food, unless there is
an FDA waiver of this provision.11 The manufacturers'
response has been an explosion of supplements.

Another change implemented by the DSHEA deals with
labeling.  Although the DSHEA does not permit dietary
supplement labels to make claims that the product could
treat, diagnose, cure or prevent a disease, it does allows
certain health claims without an FDA petition.  Such
claims include statements asserting a benefit related to a
classical nutrient deficiency disease, claims about the role
of a nutrient or dietary ingredient with respect to the struc-
ture or formation of the human body, and declarations of
general well being from consumption of a nutrient or other
dietary ingredient.12 A manufacturer is entitled to make
these claims by substantiating that the assertion is truthful,
and by expressly stating on the label that the FDA has not
evaluated the claim and was notified within 30 days of
marketing of the product.13 A supplement manufacturer
that is compliant with DSHEA labeling requirements can
be secure that its merchandise will not be regulated as a
drug, but as a supplement.14

The third significant change that the DSHEA effectuated
was shifting the burden of proving safety from the manufac-
turer to the FDA.  In fact, a product is considered "safe" if
the new ingredient does not present a significant or unrea-
sonable risk of illness or injury under conditions of use rec-
ommended in the product labeling.15 Moreover, if the FDA
wishes to remove a supplement from the market, it must
"affirmatively prove that the product would be harmful if
taken as recommended."16 This separate threshold for
dietary supplements has made it significantly more difficult
for the FDA to remove a dietary supplement from the con-
sumer market. 

Despite government action and even industry responsive-
ness, litigation has already made its presence felt for dietary
supplement manufacturers.  L-Tryptophan, a sleep and
depression aid, was one of the first to cause a litigation stir,17

when the media began reporting that individuals taking the
product were becoming ill and dying.18 In particular, some
L-Tryptophan consumers allegedly developed eosinophilia
myalgia syndrome, a multi-systemic disorder characterized
by severe muscle and joint pain, swelling of the arms and
legs, skin rash, fever, and sometimes neuropathy resulting in
paralysis.19 Other herbal supplements and remedies have
been under fire as well.20 For instance, a woman allegedly
died after imbibing Super Dieter's Tea, which contained
senna and other diuretic/laxative herbs that purportedly
draw electrolytes from the body, prompting cardiac arrest.21

Presently, cases of death and illness attributed to ephedra, a
naturally occurring stimulant derived from the Chinese herb
ma huang, are on the rise.  Some claim ephedra can cause
conditions ranging from hypertension, palpitations, neuropa-
thy and myopathy to psychosis, stroke, seizures and death.22

In 1994, a woman in Austin, Texas, died and 100 other
Texans became ill allegedly after ingesting "Nature's
Nutrition Formula One," leading to at least 21 lawsuits.  In
1996, a 20-year-old college student died in Florida allegedly
after taking "Ultimate Xphoria," resulting in a lawsuit and a
settlement of $2.5 million.23 In April 2000, a 15-year-old
high school student died during soccer practice after taking
the dietary supplement "Ripped Fuel"; this matter, too, was
settled.24 In July 2000, the CEO of Chemins Co., one of the
country's largest manufacturers of other ephedra products,
was sentenced to 21 months in prison and fined $4.7 million
for spiking his supplement product with synthetic ephedrine.
In Florida, plaintiffs claiming they suffered cardiovascular
injuries after consuming ma huang have a class action suit
pending against a manufacturer and distributor of the herbal
supplement.  Metabolife (an ephedra-containing product),
boasted of $900 million in sales in 1999 and no lawsuits.  It
currently faces 13 pending lawsuits, including two that are
seeking certification as class actions.25

IV. Potential Claims Against Dietary 
Supplement Manufacturers

Courts are likely to look to traditional products liability
law and federal trade law to help define the parameters of
this new area of litigation.  Products liability cases 
involving prescription and over-the-counter pharmaceuti-
cal products provide some insight into the types of claims
that supplement manufacturers may face from consumers.

A. Products Liability Claims 

In general, a plaintiff may bring various claims against a 
commercial seller or distributor of a pharmaceutical prod-
uct for personal injury.  A drug is considered defective if it 
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contains a manufacturing defect, is not reasonably safe
because of a defective design or is not reasonably safe
because of inadequate instructions or warnings.26 These
types of claims are a useful template for projecting the liti-
gation landscape facing herbal remedy and dietary supple-
ment manufacturers.

1. Manufacturing Defects 

Pharmaceutical companies may be subject to strict liability
for harm suffered as a result of a manufacturing defect.27

A prescription drug contains a manufacturing defect when
it departs from its intended design even though all possible
care was exercised in the preparation and marketing of the
drug.28 Thus, a manufacturer will be liable even if the
plaintiff cannot prove that a manufacturer was aware of the
defect or should have discovered it.29 Strict liability puts
pressure on supplement manufacturers to maintain unifor-
mity in processing and manufacturing, and compliance
with FDA dietary supplement regulations will not provide
supplement manufacturers with a defense for a manufac-
turing defect claim.  Therefore, when manufacturers devel-
op design specifications for their products, they must insti-
tute and follow adequate quality control measures to
ensure that compliance to those specifications is strictly
maintained.

2. Design Defects 

Drug manufacturers may also be liable if their products are
not reasonably safe due to defective design.  However,
pharmaceutical manufacturers often are protected from lia-
bility for this kind of claim since some risks are deemed
necessary if the larger benefits of partial drugs are to be
enjoyed by the public.  Supplement manufacturers will not
necessarily benefit from the same shield enjoyed by pre-
scription drug manufacturers with regard to design defects.
The foreseeable harms tolerated in certain prescription
drugs may not receive similar treatment when courts 
consider dietary supplements.  Moreover, the risk/benefit
analysis in a design defect claim is even less likely to be
resolved in a supplement manufacturer's favor in the
absence of the doctor-patient relationship, one that is
always present regarding prescription drugs, in which risks
and benefits can be explained by a health care professional.

3. Failure to Warn 

Inadequate warnings or instructions to consumers are the
classic defects that are raised in products liability litiga-
tion.30 Although cases involving dietary supplements have
attempted to assert claims for "nutritional malpractice,"31

traditional learned intermediary concepts are not likely to

present viable defenses in supplement litigation.  First,
supplements allow individuals to self-medicate without the
need for prescriptions and consultations with medical pro-
fessionals.  Second, intervention by a nutritionist, a diet
advisor or a personal trainer does not create the same
sacrosanct relationship that arises between a physician and
a patient.  Moreover, even participation of a physician in
recommending a particular supplement may not permit a
manufacturer to find comfort in the learned intermediary
defense; the looser regulatory framework governing sup-
plements arguably limits even the physician's access to
data about specific products.

Supplement manufacturers are likely aware that there is
ordinarily no participation by a medical professional with
dietary supplements and that it must directly issue warn-
ings to patients.  Thus, supplement manufacturers would
likely fall outside the learned intermediary rule and poten-
tially be subjected to liability if warnings to consumers are
not adequate.

Absent the participation of a medical professional, dietary
supplement manufacturers should consider failure-to-warn
cases involving non-prescription drugs as more informa-
tive for potential litigation.  Much like non-prescription-
drug manufacturers, dietary supplement manufacturers
may also wish to consider providing direct warnings about
any ingredients generally known to cause adverse effects
and any dangers associated with those ingredients.

Supplements have their own labeling obligations pursuant
to FDA regulations.  In addition, a supplement label must
include directions for use.32 However, even complete com-
pliance with all applicable FDA regulations does not nec-
essarily insulate manufacturers from plaintiffs' claims.
Recent cases suggest that FDA regulations set minimum
standards; while regulatory compliance is admissible, it is
not conclusive of the issue of due care.33 Although juris-
dictional trends differ, dietary supplement manufacturers
should be aware that there is room for common-law claims
despite compliance with FDA regulations.

B. Unfair or Deceptive Acts or Practices

Pursuant to a long-standing liaison agreement, the Federal
Trade Commission and the FDA share responsibilities with
regard to dietary supplements.34 The FDA's responsibili-
ties include claims regarding product labeling, packaging,
inserts and other promotional materials distributed at the
point of sale.35 The FTC's responsibilities include claims in
advertising, including broadcast and print ads, infomer-
cials, catalogs and other direct marketing material.36

The FTC produces an advertising guide that specifically

andrews
Pharmaceutical May 2001

3Copyright © 2001 Andrews Publications. All rights reserved. Reproduced with permission.



addresses the dietary supplements industry37 and provides
advertisers with an overview of pertinent issues.  In 
general, the truth-in-advertising law is based on two
propositions.  First, the advertising must be truthful and
not mislead consumers acting reasonably under the 
circumstances to their detriment.  Second, the advertiser
must sufficiently substantiate all objective product claims
by a standard of competent and reliable scientific 
evidence.  Therefore, dietary supplement advertisers must
be careful about the accuracy of the claims they make
with regard to their products and about consistency with
available scientific data.

Although many states have truth-in-advertising laws,38

this article only examines federal standards.  

1. Interpreting Advertisements 

Under FTC regulations, an advertiser is equally liable for
claims that are expressly deceptive as well as those that
are impliedly deceptive.39 Thus, advertisers should 
consider their ad as a whole, assessing all of the elements
such as the text, the product name and any depictions that
it may contain, to determine whether it is expressly or
impliedly deceptive.  Disclosure of relevant safety risk
information must be conspicuous and comprehensible to
the average consumer.  One way to assess this aspect of
advertising and labeling is to use objective surveys to
determine how an ad is actually interpreted by potential
product consumers.

2. Substantiating Claims 

In addition to marketing products clearly and accurately,
manufacturers must have a reasonable basis to substanti-
ate any claims made to the Federal Trade Commission.
Generally, factors that are considered in determining
whether a claim is adequately substantiated include the
type of product, the type of claim, the benefits of a truth-
ful claim, the cost or feasibility of developing substantia-
tion, the consequences of a false claim, and the amount
of substantiation that experts in the field believe is 
reasonable.40 Specifically, efficacy and safety claims
must be supported by "competent and reliable scientific
evidence."41

In assessing the sufficiency of scientific support for a
particular claim, an advertiser should ensure that the
amount and type of evidence would be considered 
adequate by experts, are relevant to the product claims
being made, and are evaluated in their totality and the
surrounding body of evidence.

V. Other Litigation Issues

Supplement litigation will likely involve a variety of complex
issues, including expert witness concerns and dealing with
the potential of multiple claims through such mechanisms as
class action suits, claim aggregation and multidistrict litiga-
tion.  Dietary supplement manufacturers would be well
advised to consider these issues before they are actually faced
with a claim. 

A. Excluding Plaintiffs' Experts 

Because exclusion of an expert may mean the end of a plain-
tiff's claims, Daubert hearings can be the forum for the real
"trial," and drug manufacturer defendants have taken advan-
tage of this whenever possible.  Daubert v. Merrell Dow
Pharm., 509 U.S. 579 (1993).  Supplement manufacturers
should do so as well.  Since the data on herbal remedies in
peer-reviewed medical journals is far less available than for
traditional pharmaceutical products, plaintiffs have a large
hurdle when it comes to meeting the criteria under Daubert.42

As gatekeepers, judges take various approaches in determining
whether scientific evidence is reliable and admissible.  In any
event, early assessment of any post-marketing scientific stud-
ies will leave supplement manufacturers better equipped to
deal with potential claims.  Such steps as pre-litigation reten-
tion of experts may be a worthwhile cost to help manufactur-
ers appreciate the state-of-the-art of science concerning their
particular products.  Such retention through counsel may help
preserve the confidentiality of any communications with an
expert as attorney work product, but likely will not be accord-
ed the greater protections of attorney-client privilege.43

B. Mass Tort Actions 

Just as manufacturers of prescription drugs and medical
devices are today's mass tort targets,44 dietary supplement 
manufacturers may soon be as well.  Pharmaceutical litigation
provides an excellent example of the many distinct issues 
that mass tort litigation poses for dietary supplement 
manufacturers. 

1. Class Action Suits 

Class actions were designed to offer individual claimants with
small claims the opportunity to obtain judicial relief without 
bearing the expense of individual litigation.45 Dietary supple-
ment manufacturers are already facing class actions and the
same special issues that such actions bring with them.
Tactically, supplement manufacturers should know that class
certification can occur relatively quickly46 and the time prior to
class certification is crucial for case assessment.  Additionally,
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early case assessment is especially important for dietary sup-
plement manufacturers to assess the potential for settlement
and to prepare adequately for a certification hearing.  

2. Consolidation, Aggregation and Multidistrict Litigation 

Consolidation and multidistrict litigation treatment are distinct
from class action suits.  Their purpose is to streamline 
discovery and decrease transaction costs: the actions are 
combined and transferred to a single judge or special master to
oversee the discovery process.47 Once discovery is completed,
however, all actions are usually remanded to their respective
originating jurisdictions for separate trials, if the MDL or coor-
dinating judge does not achieve a pretrial global resolution.

Consolidation and MDL are likely to be the most common
methods of adjudication of mass torts involving the dietary
supplement industry.  In fact, manufacturers and distributors of
herbal remedies and dietary supplements already have some
experience in multidistrict litigation.  The U.S. Court of
Appeals for the Fourth Circuit approved granting broad pow-
ers to the MDL panel to simplify the massive number of L-
Tryptophan cases.48

C. Punitive Damages

Punitive damages are intended to punish the wrongdoer
and deter such conduct.  If punitive damages trends in
drug products liability cases are any indication of the
course of punitive damages in herbal supplement litigation,
herbal supplement manufacturers should be wary.  Punitive
damages awards have markedly increased in the past few
years, as have products liability and mass tort litigation. 
A telling example is the recent Alaska case where the

court awarded a record $13.3 million, including $12 
million in punitive damages to a plaintiff who allegedly
suffered a debilitating stroke after taking the ephedra-
based weight-loss product AMP II Pro.49 Such increases
have even prompted some states to enact legislation limit-
ing recovery of punitive damages in drug products liability
cases.50 Also, some states like New York have adopted the
complicity rule for punitive damages, which limits a cor-
poration's punitive damage liability to outrageous conduct
that superior officers ordered, participated in or ratified.51

D. RICO Claims

Herbal supplement manufacturers should also be aware
that plaintiffs might attempt to apply the federal Racketeer
Influenced and Corrupt Organizations Act in a civil action
against a manufacturer.  This usually involves allegations 
of some form of fraud and may include industry trade 
organizations as co-defendants as a means to satisfy

RICO's "enterprise" requirements.  A plaintiff may also
allege that an herbal supplement manufacturer intentionally
misrepresented its products in advertisements or labels and
this constitutes the requisite RICO acts of mail or wire
fraud.52 The danger of RICO lies in treble damages 
afforded by the statutory scheme.  Fortunately, as with class
certification, there are numerous legal barriers that plain-
tiffs must hurdle for their RICO claims to be sustained.

VI. Corporate Policies Affecting Litigation

In light of the current trends of litigation in the dietary
supplement industry, manufacturers should take preventive
measures to guard against the threat of litigation and estab-
lish corporate policies that will withstand the harsh light of
litigation scrutiny.  

A. Corporate Document Retention Policy 

Implementing a comprehensive document retention policy
can be a great benefit to supplement manufacturers that
find themselves buffeted by litigation.  A document reten-
tion plan can generally limit exposure to pre-litigation spo-
liation penalties if it is reasonably designed, enforced and
managed.  With potential litigation in mind, a good docu-
ment retention policy for the supplement industry includes
retaining detailed records of  testing and product develop-
ment to document compliance with dietary supplement
regulations.  Such documentation is especially helpful if
the manufacturer exceeded FDA standards and tested its
products even more extensively than required by the FDA.

B. Good Manufacturing Practices 

Another important concern is the applicability of "good
manufacturing practices" to dietary supplements.  The
articulated role of GMP regulations regarding pharmaceu-
tical products is "to assure that such drug meets the
requirements of this Act as to safety and has the identity
and strength, and meets the quality and purity characteris-
tics, which it purports or is represented to possess."53

Although the FDA has not instituted GMP  regulations for
dietary supplements, there is some indication that such
regulations are in the making.  In 1997, the FDA consid-
ered rulemaking to develop GMP regulations for the
dietary supplement and dietary supplement ingredients,
and made a submission to the industry for its public com-
ment.54 However, to date, these regulations have not been
adopted. 

Dietary supplement manufacturers should be conscious of
the purpose of GMPs and tailor their practices accordingly.
Improvements in sanitation and record-keeping can aid in
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meeting GMP standards.  Although supplement manufac-
turers harbor legitimate concerns about the cost of imple-
mentation,55 conforming to GMP standards may be a wise
risk-management decision.  Whether or not the FDA
weighs in on this issue with formal regulation, self-regula-
tion would have the salutary effect of garroting off certain
claims that plaintiffs might make as part of manufacturing
defect claims or generally about company conduct.

VIII. Conclusion

The increased popularity of dietary supplements in the
United States will inevitably lead to increased litigation,
especially in the wake of intense media coverage of cases
of alleged adverse effects and deaths.  Before the potential
for litigation develops into lawsuits, supplement manufac-
turers should consider possible plaintiff claims, examine
their trade practices, and be aware of legal and strategic
issues that can arise in potential litigation.  Establishing
sound corporate protocols regarding scientific support for
their products, establishing clear labeling, adhering to
good manufacturing practices and following 
sensible document retention policies will help defend and 
ultimately defeat claims against manufacturers.
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