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The Dietary Supplement Health and 
Education Act of 1994 (DSHEA) amended 
the Federal Food, Drug, and Cosmetic Act 
(FD&C Act) to define the term “dietary 
supplement” and establish a regulatory 
framework for products labeled as either 
a food supplement or dietary supplement. 
DSHEA was passed after three years of 
committee hearings in Congress without 
a single opposing vote by any legislator 
in either the U.S. Senate or House of 
Representatives, despite significant op-
position by a coalition of powerful lob-
bying groups. 

In passing the DSHEA, Congress 
acknowledged the importance of dietary 
supplements in promoting health and 
reducing the risk of disease. It also gave 
the Food and Drug Administration (FDA) 
authority to promulgate a rational regu-
latory framework to enforce the will of 
Congress. 

Of particular interest within that 
framework is the authority Congress gave 
the FDA to remove from the market di-
etary supplements that pose a “significant 
or unreasonable” risk to consumers or 
that are otherwise adulterated or carry 
inaccurate labeling. In compelling cases, 
DSHEA allows the FDA to ban a dietary 
supplement if the agency finds it to be an 
“imminent hazard.”

Proponents for the use of dietary 
supplements have argued for years that 
dietary supplements are among the safest 
oral products the public can consume. 
Evidence to support their assertion can be 
found in annual reports of the American 
Association of Poison Control Centers 
published since 1980 in the Journal of 
Emergency Medicine. Of the millions of 

cases of food poisoning, drug reactions, 
etc., reported annually by the Journal, 
dietary supplements are rarely attributed 
to significant adverse events. 

In keeping with Congress’s mandate 
in passing DSHEA, the FDA elected to 
establish an “Adverse Events Monitor-
ing System” (AEMS) to record adverse 
events and make such reports public. 
AEMS began compiling adverse events 
reports related to infant formulas, 
medical foods, and dietary supplements 
in 1995. 

Efforts to obtain information from 
AEMS database required knowledge of 
which center within FDA maintained the 
information. To make it easier to find 
the information, FDA placed the AEMS 
database on its website, easily accessible 
to the public beginning on May 21, 1998. 
At the time the FDA launched AEMS and 
added it to its website, there were 2,450 
adverse reports involving 3,183 products. 
Most were minor, but many were alleged 
to be serious. 

This easy access to AEMS provided 
researchers such as this author to review 
the accumulated data FDA had compiled 
and determine the frequency and sever-
ity of adverse events associated with the 
consumption of dietary supplements. So 
immediately upon the release of AEMS 
on FDA’s website, this author examined 
the data and was more than surprised by 
its content, he was alarmed. The AEMS 
database reported numerous deaths and 
serious adverse events allegedly associ-
ated with the use of dietary supplements. 
These reports however were incongruous 
with the public domain literature that 
reported no such cases. Could people re-
ally have died, for example, and no case 
histories reported any of several hundred 
medical journals? 
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Were These Reports Factual or False?
For this reason the author spent three 

days analyzing every single case reported 
in AEMS database. The result of that 
analysis was submitted in writing by this 
author to the Office of Dietary Supple-
ments, Office of Disease Prevention, 
National Institutes of Health; the Office 
of Special Nutritions, FDA; and selected 
members of Congress. (p. 13-16)

The content of this letter is being 
published for the first time, although 
it technically has been available to the 
public through the FDA Docket Branch or 
NIH archives since its receipt from either 
Federal agency.

The author’s findings are instruc-
tive and demonstrate the risk to public 
health policy of permitting inaccurate and 
misleading information to be included 
in what proved to be a passive reporting 
system with no quality controls to ensure 
that data included in the AEMS database 
was accurate and factual. 

The intent of exposing serious prob-
lems with the AEMS database was not to 
discourage gathering information on ad-
verse events related to dietary supplement 
consumption. Adverse events associated 
with dietary supplements, some serious, 
have been reported in the literature and 
should be included in such a database, 
but only if they are factual. Many who 
reviewed my letter at NIH and Congress 
confirmed my findings and agreed with 
my request for the agency to take action 
and remove errors in the database. So why 
wasn’t it done? 

The FDA itself acknowledges that it 
has had a contentious struggle for decades 
with the dietary supplement industry. 
Would it then not benefit from allowing 
a database that is full of inaccuracies and 
unverified claims of harm to consumers 
to continue to be available to the public? 
The media used cases found in the AEMS 
database to warn the public about risks 
associated with supplements. In their re-

porting they would cite AMES, giving the 
public the impression that the data was 
infallible. The media could then use the 
data to support arguments that supple-
ments needed stronger regulation, exactly 
the kind of restrictions the pharmaceuti-
cal industry has been pressuring the FDA 
to administer to the supplement industry 
for decades. 

In the hopes that this misuse of mis-
leading data by the media would stop, 
the author contacted the United States 
Pharmacopoeia (USP) soon after the letter 
was sent out in the hopes that it this quasi-
governmental agency founded in 1820, and 
headquartered a few blocks away from 
FDA’s headquarters, would serve as an 
arbitrator and successfully urge the FDA 
to remove AEMS from its website. 

After careful review of the author’s 
letter, USP invited the author, then Clini-
cal Professor of Natural Products Research 
at the National College of Naturopathic 
Medicine in Portland, Oregon, along with 
toxicologists, public health specialists, 
the FDA, and other interested parties, to 
attend the USP’s “Open Conference on 
Dietary Supplements: Current Issues on 
Quality and Evidence Supporting Claims”, 
held August 16-18, 1998, on the campus 
of the University of California at Los An-
geles (UCLA). 

A copy of the author’s letter was 
circulated to each participant invited to 
a special meeting on “Data sources for 
information relating to safety.” Copies 
were also given to anyone registered for 
the meeting who expressed an interest in 
attending the session. 

After considerable discussion by par-
ticipants at the meeting, there emerged a 
consensus that the AEMS database was a 
passive reporting system with inadequate 
safeguards to insure the information was 
accurate and thereby useful. Some partici-
pants commented that it fell so far short 
of being a reliable source of information 
that it could cause FDA to remove a 
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dietary supplement when no real risk to 
public health actually existed. The author 
urged those attending the meeting to 
work with the FDA to develop a workable 
monitoring system that resulted in includ-
ing only serious adverse events and then 
only those that could be authoritatively 
verified. Given that representatives of FDA 
were at the meeting, it was everyone’s 
hope that the agency would recognize the 
database’s shortcomings and inaccuracies 
and simply have it removed and work 
with the public health community until a 
system for monitoring was developed that 
accurately reflected adverse events. 

This did not happen. Day after day 
the AEMS database continued to appear 
on FDA’s website and be used by critics 
of dietary supplements both in academia 
and the media who were intent on us-
ing its inaccurate information to paint 
a negative picture concerning the safety 
of dietary supplements. Nor did the FDA 
make any effort to post a disclaimer on 
the site acknowledging the specific cases 
that were inaccurate, have them removed, 
or qualified other cases to such a degree 
that it would discourage the reader from 
relying on these case histories given the 
lack of substantiation. 
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Beginning in September 1999, the au-
thor repeatedly urged members of Congress, 
the NIH, and the FDA, to consider the opin-
ion of experts in toxicology and information 
systems who attended the USP meeting 
to review my letter and have the agency 
remove the AEMS database. Once removed, 
to provide a statement acknowledging that 
the database was flawed and contained 
inaccurate information, especially related 
to serious adverse event reports. Such a 
posting would have the effect of creating 
dissonance in the minds of those who relied 
on the information at face value. 

Congress Intervenes
After much lobbying and the sup-

port of various stakeholders disturbed by 
the misinformation that was constantly 
available to the public, the US House of 
Representatives’ Committee on Govern-
ment Reform held a hearing on March 
25, 1999, at which the FDA would be 
challenged to explain why it persisted in 
posting the AEMS database having learned 
of its problems. 

The Committee hearing was titled, 
“The dietary supplement health and educa-
tion act: Is the FDA trying to change the 
intent of Congress?” Chaired by Represen-
tative Dan Burton (R-Indiana), the Com-
mittee listened to testimony from indi-
viduals representing academic institutions, 
supplement manufacturers, nutraceutical 
trade associations, and the FDA.

At the hearing, the FDA was repre-
sented by Jane Henney, MD, Commissioner 
of the FDA, Joe Levitt, Director, Center 
for Food Safety and Applied Nutrition 
(CFSAN), which oversees the regulation 
of dietary supplements under DSHEA, 
and Margaret Porter, Chief Counsel for 
the agency. 

During her testimony Dr. Henney 
stated that, “Dietary supplement manufac-
turers are not required to provide safety 
information to the FDA before marketing 
a product. The FDA has the responsibil-

ity for gathering information before the 
Agency can take action to restrict the 
sale of a dietary supplement product 
for safety reasons. This means that the 
Agency must rely on adverse event re-
ports, product sampling, information in 
the scientific literature, and other sources 
of evidence.”

The FDA’s unwillingness to remove 
inaccurate information from AEMS was 
revealed during an exchange of questions 
and answers that transpired between Rep-
resentative Mark E. Souder (R-Indiana) 
and Ms. Porter:

Mr. Souder: “One of the difficulties 
you have at FDA is if you have products 
out there that are unsafe and then you are 
held accountable. But I was curious also 
about the liability that FDA might have if 
you list a company in this area as having 
killed someone when they may not have 
manufactured the product. And, also, if 
the report is incorrect, then what do you 
do to correct it in the cite? In other words, 
what is your liability if you have false in-
formation or information that would say 
that, in effect, a distributor was respon-
sible when they didn’t manufacture? Have 
you run into the liability question?”

Dr. Henney: “Mr. Souder, I would love 
to be in a position to answer your ques-
tion, but I have a feeling that my Chief 
Counsel is in a better position to answer 
your question about the liability.”

Ms. Porter: “Mr. Souder, if you are talk-
ing legal liability and you are referring to the 
agency’s adverse event reporting system, 
I think under ordinary circumstances, the 
agency’s good faith effort to receive and 
evaluate adverse events would be viewed as 
a discretionary act and, therefore, exempt 
from tort liability in the legal sense. If you 
are referring to the agency’s efforts to do 
its best to assure within its authority and 
its resources constraints that the reports 
are correct, well then, of course, the agency 
would try to do that.” 

Mr. Souder: “And if there was a 
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false report, would you make an effort 
on your Internet site to correct that and 
is there not just a legal liability, but also 
an ethical liability if you have damaged 
a company?”

Dr. Henney: “Mr. Souder, when we 
are made aware that there is not even 
the extreme of false, but information that 
would appear to be full or complete, when 
we are made aware of that, we do have an 
ability to at least footnote those reports 
in that way. We do not change in any way 
the original report that we would have re-
ceived, but we would footnote it as having 
received information to the contrary. And 
that is how we would handle that.” 

Ms. Porter: “Mr. Stouder, let me also 
add that the adverse events that are re-
ported to the agency as a general matter 
are made available under the Freedom 
of Information Act. We try to keep con-
fidential the AEMS of the reporters and 
the AEMS of the individual patients, but 
the rest of the report is, in fact, legally 
available. So I think that would be another 
reason why the agency wouldn’t be held 
legally liable. But, as is indicated, without 
our constraints, we want to be sure con-
sumers have accurate information.”

Mr. Souder: “Why, if a report is false 
or incorrect, wouldn’t it be deleted? Why 
would it just be footnoted?”

Ms. Porter: “I can’t – I am sorry.”
Mr. Stouder: “The response was that 

if the report was proven to be false or just 
incorrect or you got additional informa-
tion, you would footnote it. Why wouldn’t 
you delete the false information?”

Ms. Porter: “It is part of the entire re-
cord. I think that would be the answer.”

Testimony by Annette Dickinson, 
PhD, Vice President, Scientific and Regu-
latory Affairs for the Council for Respon-
sible Nutrition, pointed out that:

“The FDA does not have adequate 
staff or other resources to properly evalu-
ate the adverse event reports, and the 
reports are released without comment 

regarding the likelihood of any actual 
causal relationship between the product 
named and the event which occurred. 
This places every company at risk of be-
ing held ‘guilty until proven innocent’, 
without investigation. The industry is at 
risk of being charged with causing a large 
number of adverse events, many of which 
may be minor complaints and many or 
which may not, in fact, be due to dietary 
supplement use.”

At the time this hearing was held, 
the FDA had the skills and ability to 
scientifically evaluate the accuracy of 
adverse event reports. As Dr. Dickinson 
pointed out at the hearing, in 1997 the 
FDA received about 3,000 adverse event 
reports regarding veterinary drugs. The 
FDA saw fit to verify each report, which 
revealed that only 1% of the veterinary 
adverse events were definitely associated 
with product use; 31% were probably as-
sociated, 45% were possibly associated, 
and 12% were definitely not related to the 
product in question. Had the FDA applied 
the same effort to reports they collected 
for dietary supplements as they did for 
veterinary drugs, it would have been inter-
esting to see what the percentages would 
be. Certainly, they would have noticed that 
one person died nine times, or that reports 
attributed to harm to a product that was 
produced by the company they claimed 
manufactured it never was manufactured 
by that company. All these dubious entries 
created a highly unreliable, inaccurate, 
and misleading database. 

How many of the approximate 2,450 
events on a total of 3,183 dietary supple-
ment products would have definitely 
been associated with product use had 
similar criteria been used as was applied 
to veterinary drug adverse event reports? 
We will never know. One could guess that 
since the public domain scientific litera-
ture, including the Journal of Emergency 
Medicine, reports remarkably few seri-
ous adverse events annually, and same 
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incidence and prevalence is reported for 
dietary supplements sold in other coun-
tries including, Canada, the 28-member 
European Union countries, non-EU Scan-
dinavian countries, and Australia and 
New Zealand, the incidence would clearly 
have been found to be extraordinarily rare, 
and remarkably rare when compared to 
OTC’s, drugs, and food. 

But how can this author’s opinion, 
based on over 30 years of experience in 
researching dietary supplements and 
evaluating their safety based on count-
less toxicology studies, be documented to 
the degree that the media, public health 
officials, legislators, and consumers will 
know this is so? The breakthrough came 
when a bipartisan coalition of members 
of Congress decided to create legislation 
to establish a new adverse event monitor-
ing system. 

New Law Passed By Congress in Decem-
ber 1999 Establishes New Adverse Events 
Reporting for Dietary Supplements

On June 21, 2006, Senator Orrin Hatch 
(R-UT), the original primary sponsor of 
DSHEA, introduced Senate bill 3546 (S. 
3546): The Dietary Supplement and Non-
prescription Drug Consumer Protection 
Act. At the time the bill was introduced, 
Sen. Hatch was joined by five co-sponsors: 
Sen. John Cornyn (R-TX), Sen. Richard 
Durbin (D-IL), Sen. Michael Enzi (R-WY), 
Sen. Thomas Harkin (D-IA), and Sen. 
Edward Kennedy (D-MA). On September 
25, 2006, Representative Chris Cannon 
(R-UT) introduced the companion bill, 
House Resolution 6168 (H.R. 6168), in the 
House of Representatives. On December 
9, 2006, the Senate passed S. 3546, by 
unanimous consent. Three days later, on 
December 9th, the House bill passed by 
roll call vote: 203 ayes, 98 nays, and 132 
not present or not voting.

 December 12, 2006, any difference 
between the two bills was resolved, at 
which time the House suspended the rules 

requiring further debate. On December 
18, 2006, 15 minutes before Congress 
suspended all work on legislation under 
consideration, the House passed S. 3546. 
The bill was presented to the president on 
December 20, 2006, and signed into law by 
President George Bush, on December 22, 
2006. Thereafter, the Dietary Supplement 
and Nonprescription Drug Consumer Pro-
tection Act became Public Law number 
109-462. Responsibility for promulgating 
regulations and enforcement of the law 
was given to the FDA. Enforcement begins 
on September 23, 2007.

This bill affects not only dietary 
supplements, but also over-the-counter 
(OTC) products. It requires reporting to 
the FDA serious adverse events associated 
with either OTC or dietary supplement 
product use. 

Under this new law, the manufac-
turer will be required to: submit a serious 
adverse event (SAE) report to the FDA 
within 15 business days; submit, within 
15 business days, any related medical 
information that is received within one 
year of the initial report; maintain re-
cords related to each report for six years 
from the time the report is received by 
the company; and, permit inspection of 
such records. 

Such an event is defined under the 
new law as an adverse event that results 
in death, a life-threatening experience, 
in-patient hospitalization, a persistent or 
significantly disability or incapacity, or a 
congenital anomaly or birth defect. 

The law defines an “adverse event” 
as an event that occurs after overdose, 
abuse, drug withdrawal and failure of 
expected pharmacological actions of the 
drug. When a SAE is reported, the manu-
facturer must file the report no later than 
15 business days after it is received using 
the MedWatch form that FDA has made 
available to the public for drug adverse 
event reports for many years, easily found 
on the FDA’s website (www.fda.gov). An 
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interesting provision in the law permits 
retailers of dietary supplements whose 
name appears on the label to authorize 
the contract manufacturer who manufac-
tured the product to report the SAE on 
their behalf. 

All labels of dietary supplements will 
require a phone number or domestic ad-
dress a consumer can use to report a SAE. 
If a label lacks this information, the FDA 
can deem the product mis-branded and 
take enforcement action. 

A particularly important provision of 
the law protects companies from civil law-
suits that might arise from the information 
in the SAE. Submission of a SAE is required 
under the law but “shall not be construed 
as an admission” that the product caused 
or contributed to the adverse event. 

It is fascinating to look back over the 
last eight years and monitor the effect 
that data analysis and one letter have had 
on improving the system of monitoring 
adverse events associated with dietary 
supplement products sold in the United 
States. 

My hope is that the new monitoring 
system, which for the first time also re-
quires the reporting of adverse events of 
OTC products in the United States, will 
document the perceived rarity of serious 
adverse events associated with dietary 
supplements compared to foods, OTC and 
drug products. If this one objective can be 
acheived, then contributing to the demise 
of one monitoring system and seeing it 
replaced by a mandatory evidence-driven 
gathering system that verifies the data will 
have been well worth those three days of 
analysis performed during May 1998. 
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