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Dockets Management Branch 
Food and Drug Administration 
Department of Health and Human Services 
Room l-23 
12420 Parklawn Drive 
Rockville, MD 20857 

Re: Docket number OOP-1263/CPl 

Dear Sir or Madam: 

At FDA’s request, we are submitting to the docket of our petition copies of the 
submissions Genelabs has previously made to the Agency regarding the regulatory status 
of DHEA. These consist oti 

l October 6,1996, DSHEA - DHEA Products, Request for Removal and Ban of 
Misbranded Dietary Supplements. 

l January 28, 1997, Pre-Meeting (02/04/97) Materials - DSHEA - DHEA 
Products, Request for Removal and Ban of Misbranded Dietary Supplements. 

l August 24, 1998, Response to the FDA’s Request for Additional Information 
and Request to Have DHEA Dietary Supplements Removed and Banned from 
the Marketplace. 

l April 30, 1999, Minutes of Meeting held March 3 1,1999 and Data Supporting 
DHEA’s Ability to Promote Muscle Growth. 

The Agency requested these materials so that the docket would contain a 
complete record of Genelabs’ correspondence with FDA on this issue. Once again, we 
reiterate our request for a quick response to our petition. 

Sincerely, 

-Lb 
Marc Gurwith, M.D. 
Vice President of Drug Development and 
Chief Medical Officer 

Enclosures 

Tel 650.369.9500 

505 Penobscot Drive Redwood City California 9406.3 

Fax 650.368.3 198 
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October 9, 1996 

Elizabeth Yetley, Ph.D., Director 
Office of Special Nutrition&, 
Office of Programs 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
Federal Building-8, Room 2804 
HFs-450 
200 c street SW 
Washington, DC 20204 

Dear Dr. Yetley: 

RE: DSHEA - DHEA PRODUCTS 
Request for Removal and Ban of 
Misbranded Dietary Supplements 

j Genqlabs Technologies, Inc. is developing GL701, a formulation containing the new drug 
dehydroepi&irosterone (DHEA), for systemic lupus erythematosus (SLE) under IND No. 
44,258, The Agency has approved the program for designation as an Orphan Product, under 21 

” 1: ..-.. CFR 3 16, and for expedited development, under 21 CRF 3 12, Subpart E. We have complete4 
treatment for the first Phase III clinical trial of 193 patients and enrolled approximately one half *_ of the 300 patients who will comprise the second Phase III trial; additional smaller studies have 

P $ ; 
been completed, are underway, or will begin in the near firture. The development plan has been 

8-i presented to and accepted by the Agency and the Arthritis Advisory Committee. Thus, we have 
substantial interest in DHEA and are alarmed by the sale of DHEA products claiming to be 
dietary supplements. 

DHEA has not been previously approved as a drug in the United States, although it is an 
approved drug in Europe and Japan. Furthexmore, there is no history of its use as either a food, 
nutrient, dietary supplement, or herbal medicine. Reports have suggested a number of potential 
&&fits associated witi pI@A. Hewever, there is insufficient data Tom controlled clinical 
trials or public use of DHEA with which to evaluate the risk-benefit relationship of the drug. 

We ask the Agency to remove and ban from non-prescription distribution those products marketed 
as dietary supplements containing DHEA, since these products are misbranded as they do not meet 
the statutory definitions of the Dietary Supplement Heath and Safety Act of 1994 @SHEA, 
Public Law 103-417) for the following reasons: 

Rm 
! 

l DHEA does not meet the chemical definition for status as a dietarv suuDlement: The Act sets 
forth a specific definition of dietary supplements in S&ion 3, Definitions, (a) Definition of 
Certain Foods as Dietary Supplements, (ff)(l). DHEA does not meet the criteria of clauses 

mm 
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(A), (B), (C), or (D) of the definition, since DHEA is neither a vitamin, mineral, herb or 
botanical, or amino acid; DHEA is a steroidal hormone that occurs in humans and other 
animals. DHEA does not meet the criteria for clause (E), since DHEA is not a dietary 
substance and &us it cannot be supplemented. There is no history of DHEA consumed as a 
normal food or dietary constituent in the diet of any people. DHEA is not present in plants; 
while commercially manufactured DHEA is produced by a multi-step chemical synthesis 
starting from diosgenin, a plant extract, this man-made process is artificial and does not occur 
in nature. DHEA is found in minute quantities in non-primate mammalian animals, 
principally in the adrenal gland and gonads; however, neither tissue is a usual food product 
and the DHEA levels in these animals are such that massive amounts of their tissues would 
need be consumed to approach levels that might be biochemically meaningful. DHEA does 
not meet the criteria for clause (F), since DHEA cannot be concentrated, metabolized, 
extracted or otherwise naturally derived from materials defined in clauses (A), (B), (C), (D), 
or (E). This argument is elaborated in APPENDIX A. 

l DHEA does not aualifv for r&ulatorv status as a dietarv suuDlement: The Act states the 
inclusionary criteria in Section 3. Definitions, (a) Definition of Certain Foods as Dietary 
Supplements, (@(3)(B)(ii). DHEA fds to meet these criteria since it has been author&d for 
investigation as a new drug, for which substantial clinical investigations have been instituted 
and for which the existence of such investigations has been made public prior to enactment of 
DSHEA. In addition, DHEA has not been previously authorized for marketing as a dietary 
supplement or as a food. In fact, the Agency has previously acted to ban the distribution of 
DHEA as a dietary supplement. This argument is elaborated in APPENDIX B. 

We conclude that DHEA does not me@ either.the st+utcry chemical or regulatory requirements “. ” 
_ for dlstrib&& .& adieti “ui;p&~& u&i I%HEA. Furthermore, we contend that DHEA- 

containing products are contrary to the intent of the Act which, we believe, is to allow minimally 
restricted public access to nutritional and botanical products for which there is implicit safety and 
reasdnably foreseeable benefit based on a history of the product’s use as a food or a traditional 
ethnic herbal medicine. 

‘Therefore, we r&pectiliy ask that the Agency take immediate action to stop the illegal 
distribution and sale of these DHEA products that are misbranded as dietary supplements, as well 
as those DHEA products that carry no labeling whatsoever; a listing of DHEA products which 
we have identified to date is presented as APPENDIX C. 

Sincerely, 

T&v cc 

Robert M. Cohen 
Senior Direct?! of Regulatory Affairs 

Submitted: Original and 2 copies to CFSAN; Desk copy to Dr. Yetley; Requested copies to W. Schultz; M. 
Weintraub, B. Williams CDER; 3 copies to IND NO. 44,258. Serial No. 037 

Sent: Express Mail on October 9, 1996 to above (202) 3X-4 168 
Reference: 44.258.031f1100996.701.0;7:CFSAN~FDA 
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APPENDIX A 

DHEA Does Not Meet The Chemical Definition For Status As A Dietarv &pplement 

The Dietary Supplement Heath and Safety Act of 1994 (DSHEA, Public Law 103-417) sets forth 
a specific definition of dietary supplements: “The term ‘dietary supplement’ means a product 

intended to supplement the diet that bears or contains one or more of the following dietary 
ingredients: (A) a vitamin; (B) a mineral; (C) an herb or other botanical; (D) an amino acid; 
(E) a dietary substance for use by man to supplement the diet by increasing the total dietary 
intake; or (F) a concentrate, metabolite, constituent, extract or, combination of any ingredient 
described in clause (A), (B), (C), (D), or (E).” [Sec. 3. Defmitions, (a) Deftition of Certain 
Foods as Dietary Supplements, (fQ( I)] 

DHEA fails to meet these criteria due to the following facts: 

l DHEA does not meet the criteria of clauses (A), (B), (C), or (D) of the definition, smce 
DHEA is neither a vitamin, mineral, herb or botanical, or amino acid; DHEA is a steroidal 
hormone that occurs in animals. The following information is provided as reference: 

“DHEA (dehydroepiandrosterone, Prasterone, 3-Hydroandrost-5-en-17-one): CAS No. 
7710, Chem. Abstracts Reg. No. 53-43-0, Therapeutic Category: Androgen.” The Merck 
Index, An Encyclopedia of Chemical, Drugs, and Biologicals (0 

“Prasterone (Note: Prasterone is pseudonym for DHEA) is a naturally occurring, but 
relatively weak, androgen. Pharmacopoeias: Japan includes Prasterone Sodium Sulfate. 
Proprietary Names, Multi-ingredient Preparations: Gynodian, Gynodian Depot.’ 
Martindale, The Extra Pharmacopoeia (2) 

l DHEA does not meet the criteria for clause (E) of the definition, since DHEA is not a dietary 
substance and thus it cannot be supplemented. There is no history of DHEA consumed as a 
normal food or dietary constituent in the diet of any people. DHEA is not present in plants; 
while some commercially manufactured DHEA is produced by a multi-step chemical 
synthesis starting from diosgenin, a plant extract, this man-made process is artificial and does 
not occur in nature. DHEA is found in minute quantities in non-primate mammalian animals, 
principally in the adrenal gland and gonads; however, neither tissue is a usual food product 
and the DHEA levels in these organs are such that massive amounts of these tissues would 
need be consumed to approach levels that might be biochemically meaningful. The following 
information is provided as reference: 
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0 DHEA does not meet the criteria for clause (I?) of the definition, since DHEA cannot be 
concentrated, metabolized, extracted or otherwise naturally derived from materials defmed in 
da-es (A), @I, 0, @>, or 03. 

“Diet : 1. Food and drink regularly provided or consumed. 2. Habitual nourishment. 
3. The kind and amount-of food prescribed for a person or animal for special re~ons.” 
Webster ‘s Medical Desk Dictionary f3) 

“It is highly improbable that DHEA itself or any other steroidal nutrient that may 
theoretically serve as a precursor for DHEA, is present in our diet in amounts which, 
when ingested in the course of normal eating customs, will produce the biological effects 
associated with endogenously-produced DHEA” according to Dr. Seymour Lieberman, 
the acknowledged expert in DHEA biochemistry. (APPENDIX A, Exhibit 1). (4 
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APPENDIX A 

Exhibit 1 

Position Paper 

“Are Nutrients a Source of DHEA ” 

Seymour Lieberman, Ph.D. 

President,, The St. Luke%-Roosevelt Institute for Health Sciences 
and Professor Emeritus of Biochemistry 

Columbia University 
New York, NY 

October 3,1996 
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INTRODUCTION 

Dehydroepiandrosterone (DHEA), a compound that is normally 

produced in adrenal glands of mammals including humans, is being 

consumed by large-numbers of people presumably because it can 

alleviate the symptoms of many afflictions. Claims have been 

made that the ingestion of DHEA is beneficial in the treatment 

of a large array of diabilities ranging from cancer and aging 

to abnormal behavior. The compound is easily procured since 

it is now being sold over the counter. 

The claims have also been made that DHEA, since it is a 

naturally occurring substance, may be a constituent of 

r" I foodstuffs. Moreover the possibility has been advanced that 
[e 

some constituents of our diets may, under normal digestive 

e conditions, be converted into DHEA. 
L. : " This paper addresses two issues: (I) Is dehydroepiandrosterone (i * 

r? 

I ‘ 

(DHEA) a steroid normally secreted by endocrine glands (adrenals, 

testes and ovary) of mammals, a constituent of the food we eat? 

Is it ever present in food in the form and amount so that it 

can mimic the physiological action(s) that is evoked by the 

endogenous secretion of DHEA by the endocrine glands? The second 

issue (II) is: are there other steroidal constituents of our 

diet that can be converted by the normal metabolic processes 

of our bodies into a form and into amounts that would mimic 

the physiologic action(s) expressed by DHEA endogenously secreted 

by endocrine glands? 

St. Luke’s.Roosevelt Hospital Center 
1111 Amsterdam Avenue at 114th Street - 1 - 

E*t New York New York 10025 

I (212) 523-7148 
(212) 523-7402 

Fax (212) 523-7442 
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METHODS 

To obtain information about Issue I, a search of the literature 
from 1937-1996 was made (DHEA was first discovered in 1935). 

A search was made for any citation that indicated that DHEA 

was a constituent of any plant, edible or not. Two sources were 

consulted: 1) Chemical Abstracts from 1937-1965 and 2) Medline 

from 1966 to August 1996. The subject headings used for this 

search are listed on the accompanying computer print-outs. 

RESULTS AND DISCUSSION 

The results from the Medline search are also shown in these 

print-outs. The bottom digit in the right hand column indicates 

the number of citations uncovered by combining files 7 and 8. 

The abstracts of each of the 79 citations (see Table'l) were 

displayed on the monitor and examined. None reported that DHEA 

was present in an extract of a plant. 

Likewise the search conducted by examining the entries in . 

Chemical AbStracts from 1937-1965 failed to uncover any reference- 

to the occurrence of DHEA in plants. 

Moreover two excellent reviews of plant steroids written by 

Eric Heftmann were consulted (1,2). They report that many 

steroids occur in plants and that these as well as exogenously 

added steroids are extensively metabolized by enzymes present 

in some plants. Of greater relevance, however, is the fact 

'that these reviews confirm that there are no reports 'that DJiEA 

occurs in plants. Nor do they present evidence that DHEA is 

the metabolic end-product of steroids (or sterols) that are 

endogenously present in plants. Thus it may be concluded that 

it is highly improbable that DHEA itself or any other steroidal 
nutrient that may theoretically serve as a precursor of DHEA, 

is present in our diet in amounts which, when ingested in the 
course of normal eating customs, will produce the 'biological .". 
effects associated with endogenously-produced DHEA. 

The second issue (II): Are there foodstuffs that can be 

converted into DHEA by metabolic reactions Occurring normally 

in tissues of the body? can be analyzed as follows: Dietary 

- 2 - 
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cholesterol is obviously the principal contender for such a 

foodstuff since this compound is generally accepted as the remote 

sterolic precursor of that DHEA which is made in the endocrine 

f? glands of mammals. It would be difficult to determine what 
i 1 fraction of the cholesterol ingested as a constituent of some 

*r* food (meat, eggs, lobster etc) is converted into DHEA. At least 
; 1 50% of the cholesterol, taken by mouth, is eliminated from i 

consideration since it is excreted into the feces without ever 
sls 
i j entering the blood. The dietary cholesterol that enters the 
+ ! 

plasma does reach the endocrine glands where DHEA is fabricated. 

r but steroidogenic cells in these glands also can biosynthesize 
c i 

cholesterol de novo from acetate. As a-result it is difficult -- 

ri 
to determine how much blood-borne cholesterol contributes to 

b DHEA production and how much is derived from cholesterol made v 
de novo in endocrine glands from low molecular weight precursors -- 

r"" 
1 

like acetate. The important point is that only if the blood 

concentration of cholesterol is an important factor in 

,P@ determining the production rate of DHEA in the adrenal (or 
5. . testes or ovary) will that rate be influenced by the amount 

of cholesterol ingested in the food. Obviously many other factors 
t" 
b- (e.g. the concentrations of the steroidogeneic enzymes, P45Oscc, 
k 

B45017' levels of pituitary trophic factors (ACTH, LH, FSH etc) 

as well as hypothalamic hormones (CRF, LH-RF etc)) may regulate 

DHEA secretion. Considering the roles of these other factors, 

p 
it is unlikely that the concentration of blood-borne cholesterol 
is a significant limiting factor in regulating this process. 

Support for this assertion can be gleaned from the following 
P 

considerations: If plasma levels of cholesterol were an important 
i : 

determinant of DHEA produced, then the plasma levels of both 

compounds, cholesterol and DHEA, should run parallel, i.e. when 

cholesterol levels are high, the levels of DHEA should also 

be high. Thus, people with hypercholesteremia should have high 

levels of plasma DHEA .(free or as sulfate). But the available 
evidence reveals that this coincidence does not prevail. The 

available evidqnce shows that hypercholesterolemic patients 

do not have elevated plasma levels of DHEA or DHEA'S. 



PY 
L : Moreover if plasma cholesterol levels are.reduced by drug 

treatment, then DHEAS levels should also at the same time be 

P lowered, (if the two compounds rise and fall in parallel). 
1 j However DHEA levels do not fall when plasma cholesterol levels 

P- 
are lowered. In 1986 Boizel et al (3) had reported that patients 

1 with homozygous familial hypercholesterolemia had abnormally 

low DHEAS levels (65-80) compared to controls (200 ug/dl). 

c Stimulation with ACTH evoked an impaired response in DHEAS levels 
k i compared to controls. ACTH increased DHEAS levels but the serum 

k cholesterol levels were unchanged, clearly showing that-the 
t; i 
t control'of DHEA secretion was not solely, if at all, dependent 

m 
upon blood cholesterol levels. 

I In 1989 Mol et al (4) reported that administration of 

simvastatin; a derivative of lovastatin and a potent inhibitor 
lp*i 
t of cholesterol synthesis, to 24 patients with severe primary-.' 
c L hypercholesterolemia reduced cholesterol levels by 35'$ without 

altering‘tiH&S ievels significantly. 
. 

c ;.- 
. 

cm ‘ c 
2 :. 

In 1991 Jay et al (5) lowered total blood cholesterol levels 

as well as LDL cholesterol with two drugs (Pravastatin and 

Cholestyramine; each given to 12 patients) and found "no 

significant difference in plasma DHEAS levels between treatment 
;slm, I and control groups". 
): 

Similar results were obtained 1992 by Kjaer et al (6) using 

r 
a different drug, Simvastatin, in 10 hypercholesterolemic 

patients with Type I diabetes. The administration of the drug 

lowered the cholesterol level without affecting the concentration 

of plasma DHEAS. 
Another line of evidence came from Averna et al (6) in 1993, 

r"*r who determined the DHE,AS levels in the cord blood of babies ^ ; 
born with transient neonatal hypercholesterolemia. The DHEAS 

levels did not differ significantly from those of babies with 

normal cholesterol leveis. 
Three other recent reports (8,9,10) add to the evidence 

already cited above indicating that an elevated blood level 

of cholesterol is not associated with concurrently elevated 

gn i ; 
levels of DHEA or its sulfate. Finally and perhaps most 

f-i _ - 4 - 
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* convincingly is the well known fact that during the normal 

proce.ss of aging plasma cholesterol levels rise and DHEA levels 

decline. Thus the existins data indicate that blood-borne 
d 

cholesterol is not an important factor in determining the 

iFL* production rate of DHEA by endocrine glands. 

CONCLUSION 
PI 
e * It is highly improbable that constituents of our diet, which 
c j enter into the blood,(among which is cholesterol, the most likely 

contender as a precursor of DHEA) are converted to DHEA-by the 

enzymes present in the tissues of the body. The factors 

m t 
influencing the production of DHEA are numerous (e.g. status 

of the steroid producing endocrine glands (e.g., hyperplasia, 

cancer, etc) and the status of the pituitary (ACTH, LH & FSH) 

and hypothalamus (CRF) etc but these factors do not include 

any known dietary nutrient. As far as is known now,.no fobdstuff 

can mimic the physiological or pharmacological consequences 

evoked by DHEA, endogenously secreted or exogenously 

administered. 
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SEYMOUR LIEBERMAN 

BORN: December 1, 1916 

BUSINESS ADDRESS: St. Luke's-Roosevelt Institute for Health 
Sciences, 
1000 10 Avenue, New (212) 523-7402/7148 York, NY 10019 

RESIDENCE: 515 E. 72 Street (30H) New York, NY 10021 

EDUCATION: 

B.S. 
M.S. 

Brooklyn College 

Pii.D. 
University of Illinois 
Stanford University 

FELLOWSHIPS: 

Rockefeller.Research Fellow, Stanford University 
Special Research Associate, Harvard University 
Traveling Fellow, 

Eidgenoess. 
University of Basle and 

Tech. Hochschule, Zurich, Switzerland 

POSITIONS: 
_' '.-.I . 

Special'Research- Associate, Memorial Hospital N 

1939-41 
1941-4s 

1946-47 

. -. 

1941-46' 
1946-50 Assocfate Member, Sloan Kettering Institute 

Assistant Professor Biochemistry, Columbia University.l950-52 
Associate Professor Biochemistry, Columbia University 1952-62 
Professor pf Biochemistry, Columbia University 
Professor Emeritus of Biochemistry, Columbia Univ. 1962-87 

Program Officer, Ford Foundation 1987- 

President, The St. Luke's-Roosevelt Institute for 1974-7s 

. Health Sciences 
Associate Dean, College of Physicians h Surgeons, 

1981- 

Columbia University 
Vice Provost, Columbia University 

1985-90 

Associate Director, Office of Science L Technology 
1988 

_ (CIE) 
1991- 

1936 
1937 
1941 

COMMITTEES: 

Panel on Steroids, 
Panel on Hormones, 

Committee on Growth 
Committee on Growth 

Panel on Endocrinology, Committee on Growth 
Advisory Committee on Research on the Etiology of 

Cancer, American Cancer Society 
Editorial Board , Journal of Clinical Endocrinology 

and Metabolism 

"Associate Editor, 
and Metabolism 

Journal of Clinical Endocrinology 

Endocrinology Panel, Cancer Chemotherapy, National 

1945-49 
1949-50 
1955-56 

1957-60 

1958-63 
1968-70 

1963-67 
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Cancer Service 
Medical Advisory Committee, Population Council 
Endocrinology Study Section, Division of Research 

Grants, 
Chairman, 

National Institutes of Health 
Endocrinology Study Section, Division of 

Research Grants, National Institutes of Health 
General Research Centers Committee 

National Institutes of Health 
Consultant, world Health Organization, Human 

Reproduction Unit 
Membership Committee 

Chemists 
, American Society of Biological 

Editorial Board , Journal of Biological Chemistry 
Subcommittee on Health Applications of Radioactive 

Materials, Dept. of Health, City of New York 
U.S. Delegate to Central Committee on International _ 

Society of Endocrinology, 3 Terms 
Chairman, Advisory Research Committee, Ford 

Foundation 
Program Committee, International Congress on 

Hormonal Steroids: 
Congress (1970); 

2nd Congress (1966); 3rd 
4th Congress (1974) 

Endocrine Society: 
Vice President 
Member of Council 
President * 

Ciba Award (Endocrine Society) 
Pfizer Traveling Fellow, McGill University 
Syntex Lecturer, Mexican Endocrine Society 
Koch Award (Endocrine Society) 
Distinguished Alumnus Award, Brooklyn College 

-Fellow, New York Academy of Sciences 
Member, National Academy of Sciences 
Honorary President, Sixth International Congress 

on Hormonal Steroids 
Roussel Prize 
Dale Medal, Society for Endocrinology, 

United Kingdom 
Distinguished Service Award, College of Physicians 

e,Surgeons, Columbia University 
Boehringer Mannheim Award Lecturer, The Association 

of Clinical Biochemists, United Kingdom 

Visiting Professor at the Universities of Indiana, 
Massachusetts, Nebraska, Ohio State, South Carolina, 
Vanderbilt, Wisconsin 

1958-62 
1961-71 

1959-63 

1963-65 

1967-71 

1972-74 

1964-66 
1975-80 

1‘963-74 

1964-76 

1975-77 

1967-68 
1970-73 
1974-75 . 

1952 
1968 
1970 
1970 
1971 
1977 
1977 

1982 
1984 

1986 

1991 

1992 
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DHEA Does Not Oualifv For Regulatorv Status As A Dietarv Surmlement 

The Dietary Supplement Heath and Safety Act of 1994 @SHEA, Public Law 103-417) states the 
definition: “The term ‘dietary supplement’ means a product that does not include an article 
authorized for investigation as a new drug, antibiotic, or biologic for which substantial clinical 
investigations have been instituted and for which the existence of such investigations has been 
made public, which was not before such approval, certification, licensing, or authorization 
marketed as a dietary supplement or as a food unless the Secretary, in the Secretary’s discretion, 
has issued a regulation, after notice and comment, finding the article would be lath under the 
act. n [Sec. 3. Definitions, (a) Definition of Certain Foods as Dietary Supplements, (@(3)(B)(ii)] 

.’ 

DHEA fails to meet these criteria due to the following circumstances: 
. 

rr 
i, l DHJZA has been authorized for investigation as a new.drug, for which sub&U clinical 

investigations have been instituted and for which the existence of such investigations has 
been made public. The following information is provided as reference: 

Genelabs Technologies filed an Investigational New Drug (TND) application on 
December 22,1993 for GL701 (DHEA for SLE), to which the Agency assigned IND No. 
44,258 on January 6,1994. 

Clinical investigation of DHEA under the IND began on May lo,1994 as study GL94- 
01. Approximately 25% of the GL94-01 study patients were enrolled and treated at the 
time DSHEA was enacted (October 25, 1994). The existence and initiation of the study 
was publicly announced in a press release issued on May 10, 1994. (Exhibit 1) fs) 

Prior clinical investigation had begun as Phase I and II studies, conducted by Stanford 
University under IND No. 37,873 and exclusively licensed to Genelabs. The existence of 
the studies and their license to Genelabs were publicly announced in a press release 
issued on November 11, 1993. (Exhibit 2) (6) Additionally, the existence of these trials 
was publicized as a presentation at the 1994 Annual Meeting of the American College of 
Rheumatology, as well as prior publication in major scientific journals. (7-13) 

(CONTINUED) 
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. DHEA has not been previously authorized for marketing as a dietary supplement or as a food, 
In fact, the Agency has previously acted to ban the distribution of DHEA as a dietary 
supplement. The following information is provided as reference: 

FDA announced on April 9, 1985 that it was “instructing manufacturers and distributors of 
the drug DHEA.. .to discontinue selling.. . the steroidal hormone DHEA.. .because it is an 
unapproved new drug.. . for which the risks of long-term use are unknown.” (Exhibit 3) (1~) 

FDA Regulatory Letters and Recall Actions to various manufacturers and distributors in 
1985 and 1986 so instructed the discontinuation of the sale of DHEA products, with 
refhence to its distribution as a dietary supplement and the Agency determination that it is 
an unapproved new drug. (Exhibit 4) (Is-26) 

0 The Secretary has not issued or proposed a regulation fmding that DHEA would be lavvful 
under the act. 

mm 
P 



P 
* / i : 

P 

P 
., 

Elizabeth Yetley, Ph.D.; OSN, CFSAN, FDA 
Request for Removal of DHEA Products 

October 9, 1996 
APPENDIX B; Page 3 of 27 

APPENDIX B 

Exhibit 1 

_ Press Release 

“Genelabs Begins Phase II%II New Drug Trial for Lupus u 

: Genelabs Technologies, Inc. 
Redwood City, CA 

: 

May lo,1994 
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CONTACT: Andrea A. Boscoe IMark Brand 
Genelabs Technologies, Inc. Pondel Parsons & Wikinson 
415-369-9592 ext. 303 3 1 O-207-9300 

FOR NXEDLATE RELEASE 
. 

. . G&X+& BEGIX PEL4.x II/Ill -NEW’ DRUG TRL4L FOR LUPUS . _. . 

Redwood Cify, California -May 10,1994- Genelabs Technologies, Inc. (Nasdaq: 
GNLB) today announced the start of a randomized, double-blind, placebo coatroIled, multi- 
center, Phase II/III clinical trial of GL701-DHEA (dehydroepiandrosterone) for the treatment of . 

mild to moderate ~y&irik lupus e+h&&us (SLE, hpi) in w&k who require prednisone 
or other steroids for their treatment. GL701 is one of three drugs in clinical trials for GeaeIabs. 

. . * 
Lupus is a chronic, autoimmune disease of unknown cause that damages the kidttevs. . . . 

nervous- system, skin, joints, and linings of the lungs, heart and other organs. Lupus occurs 

predominantly in young tiomen. 

Current therapy for lupus consists mainly of prednisone, the use of which is associated 
with si-tificant adverse effects including premature osteoporosis, atherosclerosis, psychosis and 
increased incidence of infection due to immunosuppression. 

“Based on earlier studies performed at Stanford University Medical Center, we believe 
that GL70I is a potentiai product which may improve the quality of life for lupus patients 
through reduction of prednisone usage,” said Irene Chow, Ph.D. president of GeoeIabs’ 
hiophamiaceutical division. 

Established in !984, Genelabs Technologies, Inc. is a global biopbannaceutical and 
diagnostic company. Genelabs is devcIop& therapeutic and vaccine products for viral diseases, 
autcizrununlt disorden and other life-threatening or debilitating conditions, and is dzvclopinz and 
mxkericg 3 ponfolio ofviral di zgzosfic products. Genelubs has 220 employees iz faczities 
locz[ed in RedLvood Cit)r, California; S3n Antonio, Texas; Mcyris Plains, Xew Jersey; Geneva, 
SLbitzerIand; Leuvsn, Belgium; Taiwan, ROC; and Sin,oapore. 
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u Genelabs Technologies, Inc. Licenses Promising Lupus Therapy” 

Genelabs Technologies, Inc. 
Redwood City, CA 

November 11,1993 
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f”” NEWS RELEASE b _( 
CONTACT: Irene chow, Ph.D. Andrea A. Boscoe 

Genelabs Technologies, Inc. Genelabs Technologies, Inc. 
4 1 S-369-9500 415-369-9592 ext. 303 

Mark Brand 
Pondel Parson & Wilkinson 
3 I O-207-9300 

. . . . .._ . . . . . . . . 

. 
. . 

~ENELABS TECHXOLOGIES, NC. LICENSES PROIWSNG 
LlJPusTHERwY 

STANFORD UNIVERSITY S&ENTIST REPORTS PKASE II FINDINGS AT SCIENCE 
CONFERENCE 

Redwood City, California - : Yovember 11,1993 L Genelabs Tcchnoldgies, Inc. (NASDAQ: 
‘GNLB) today announced the si@g of an exclusive licensing’agreement with Stanford University 
of Stanford, California for the development of dehydroepiandrosterone (DHEA), a drug for the 
treatment of Systemic Lupus Erythematosus (SLE, lupus). 

Under the terms of agreement, Genelabs, receives exclusive worldwide marketing and sublicensing 
rights to Stanford’s DHEA patent and clinical results while St&ford receives milestone and 
royalty payments based on future clinical development goals and sales figures. Genelabs . 
tisui5eS wagement of the drug’s fiture development and, upon regulatory approval, will 
market DHEA worldwide. 

The agreement was announced in conjunction with a presentation by Ronald van Vollenhoven, 
M.D., Ph.D., senior fellow in the division rheumatology of Stanford University’s School of 
Medicine of the results of a double-blind, randomized, placebo-controlied Phase Il study testing 
DHEA in lupus patients. Dr. van Vollenhoven’s results were presented at the 57th Annual 
meting of the American College of Rheumatolo,v in San Antonio, Texas. In addition to Dr. van 
Vollenhoven, principal investigators include James L. McGuire, bi.D., associate professor of 
medicine and chief of staff of Stanford University Hospital a.nd Edgar Engleman, hl.D., professor 
of patholo-ey and medicine for Stacford University. 

- more - 
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GenelabslStanford: Lupas 
Page Z 

The study involved 30 patients with mild to moderate lupus. Randomized pa&B re&,& . 
either DHEA or placebo daily over a three month study period‘ Patients were evaluated a&t 
four parameters: patient self-assessment, physician assessment, systemic lupus erythemalosus 
disease activity index (SLEWI) and dose of predniske, a drug commonly used to eeat Iupus. 

Whereas the placebo treated patients failed to improve dukq~ the study, the DHEA treated 
patients showed improvement in all four parameters. The results supported earlier, open-label 
studies by the Stanford group, which suggested that DHEA treatment is beneficial in lupus 

‘we believe that these results ‘kiicate that DHEA is a potentially effective dmg treatment 
against lupus,,” said heri6 Chow, PhD., president of Genelabs &armaceutical divkiori ‘*’ ‘.z ’ ’ . . 
Moreover, the licensing of DHEA significantly strengthens our product pipeline,” Chow noti 

_ -. . . ..__.,, :” . . _ - -3 -.‘. - -. .‘.-- .-.a . 
DHE& a &nraIly knring hormone produced by the ad&al glands, is known to be p&t in 
abnormally low levels in lupus patients. Previous studies have suggested that hormonal . 
influ&ces played a key role in the development and progression of the disease. The precise 
mecha+m respadle for the therapeutic effect of DHEA remains to be determinui 

. . 
-“We have btcn particular impressed with the tolerability of D&A in woman with lupus,” said- 
James L. McGuire, M.D., associate professor of medicine and chief of staff of Stanford - 
University Hospital, “Although our experience is Limited with DHEA, patients showed a 
consistent improvement in all parameters studied,” Dr. McGaire added. 

Lupus, which aEects an estimated 135,000 Americans, is a chronic, autoimmune, in&mmatoty 
disease, that affects the sE.n, joints, kidneys, ne~ous system, and scrous membranes lining @ 
lungs, hear& and abdominal cavity. Lupus is 34 times more common in women than mcz 

Geneiabs Technologies, Inc. is a human healthcare products company utilizing proprietaxy 
technologies to address the global need to diagnose, prevent and treat infectious diseases and 
cancer. Genelabs has 215 employees in facilities located in Redwood City, California; San 
Antonio, Texas; Gmevq Switzerland; Leuvan, Belgium; Taiw ROC; and Singapore. 
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APPENDIX B 

Exhibit 3 

Press Release 

“DHEA an Unapproved New Drug That Requires Premarket Approval” 

HHS News; FDA No. PS5-12 
G.S. Food and Drug Administration 

Rockville, MD 

April 9,198s 
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APPENDIX B 

Exhibit 4 

Regulatory Action/Zetters and Drug Recall Announcements 
(Multiple regarding DHEA products). 
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r i U.S. Food and Drug Administration 
I .; Rockville, MD 
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E: Food a;; D-29 mnistration today instructed manufacturers and 

distributors drua DHEA, which is promoted as a "natural" weight 
reduction prodL- 45t it has not been 
reviewed for safe-, 

st:~dlk”~r~~” 
ii%- - 
uhilh 

_-- - 
kt, to discontinue selling~ it becar 

btv and effectivincss. 
hvdroepiandrosttrone or dchydroandrosterone. is a 

----I has been sold nationwide w+thout prescrrption in 
;&ttu h . P 

the rmri1.s for weight mana'qanent, enhanced sex 
t has been promoted rn recently popular books.on 

-A life.' But no evidence has been submatted to FDA whxh 
L those claim. 

Cm ..ziting makers and distributors that DHEA is an unapproved neu 
-I-.- ==? the";hey must stop 

m* xts manufaz$Ure 
scllinq it and myftthtrzFde PA wrth 

awes far1 
da 

an+ c&stribut%on. 
recupt 

m,,?~oozjy actions agains<Y&t products 
of the fetter, FDA WL 1 s"f consider 

rt,- and companies. 
; haa f cw adverse rzce8?$ reyrts on et daq, PUT :-- ’ A -L - -’ -I-- &--- 

fesa&t not tsiabflished what effect I 
body this tOnce-.-- nixattd bodily excess taig 

su%tttd *e - 
application: 

,,I by .tht 
to conduct huma? studies ;&i 

‘1 ~rtln bcequse un:~&%d:% Food, ' Dn .---- 
,ncc that is offered for a nonfood purpose and 51 

LC hadv’s normal f~cflo~nq is Cl- 

saaa mr EIJKJ +~~sxb. 
may be xaarjutacrured from human urmt. . 

reintroducing into the 
ht have,. F?A said. 

-,m or to market it yere 
19 it. The substance is 

LOU and Cosmetic Act, a 
substa--- ---~-~ _ _ 
advertised et t 
AU ncy dj 
~ For 
. 

* "Jat is intended or 
assified as a drug. - -- --~ 

._ dugs require preznarktt approval. 
more anformation contact Bruce Brown, 301-443-328s. 



DOCUCNT TYPE: TALK PAPS= (TLP 1 Talk Paper 
PUBLIUTION DATS: 850424 
IDENTIFIERS: HZALTX PPAUD PROGPA. -?"I*. I&AL. 
The article, "foods, Drugs o: Frauds" in the Hay issue of Consumers (~2) 

magazine discusses fradulent claiu to: products consumers shouldn't waste 
their rancy on. The Corpnissioner's.A;rril 16 ietttt to CR Jattachedl may be 
used to answer cpestzony. In ad&bon, the following points can be rz3de: 
--The agency has a;nzctlver 
regulatory actions 

ongoing health fraud program, ;;;~azlng both 
consumer education. Actions in uere 70 

sc1zures. 3 iii;nctions and one prosecu tion and in 1984 were 24 seizures, 3 

~~~~~:$~~& have been developed '%'"$3a::dle~% ~~~ed~:=21=~ft="~',"~~1, 
3 prosecutrons. 

E %:* 
--Many of the products mentioned in the article were known to FDA 

and were under investigation, covered by the OTC dru revlev 0: 
already acted against FDA. Those neu to the agency will be SC eduled it for 
coverage in the future. --Education works, On October 1904 Roper Report 
national opinion survey found that most burrcans have ntver hcar$ of most 
economic h=:ltt,frauds. Of those who have, the overuhelmang majorxty don’t 
believe roducts 

cover, Et 
cfftctlve. 

magazine*s fc 
as+ --The collp~ny featured on the 

is part of a 
network 
Gerovi tal ofanPrms* 

E;:ensrqn Products and Services, 

othermdnmygs . 
uhach operate out of south Florida promoting 

The address given for the firm is a mail drop, 
not a plant or warehouse that FDA can easily invest&gate and take action 
against. However, FDR had fnvesti ated this netwotk of firms and brought 
enforcement action against one of fife’larger operators. There is an Import 
ALert banning all *ortation cfna~~tal 2:; the U.S. --CR's report is 
largely .based on literature retail store, 

Althou h the forme: may be actionable, 
NOT to a 

Pcf;gcuve consumer. 
often differ fram 4 

uholesalers ’ 
ose in e+ther 

i 
reduet labcli.ng or pub+ic 

:~~f;;ngco~&~ed for retail prattor?. -- rosecutions cannot provxde 

c8 
~rSing -- 

fails 
protection. Ln advocaung vrf frequent pro+ecutlon of 

to note that while a crrmtnal prosecutaon case LS 
usually over several y?ar? -- the suspect products may remain 

on the mazket for sale to new vacfzM, and the culprits remain free to 
market new products. FDA often c&ooscs to protect the public health by 
swifter stizutes and injunctions to *remove products frcsn conmurce and 
w;v=G continuing violations. --FDA's policy against health fraud is to 

;rmmcdiattly against lift threatening products, quickly against 
health-threatening ones and when resources peat 8girlast various forms of 
economic fraud. The ma~orit 
fall in the last category. J 

of the products mentioned by Caasumer Rc 
he magarane piece did not raeation any of i&3 

oif~i 

successes and extensive resource utilizatzon against the more! scr~ous forms 
of health fraud. --In the area of drugzi;;;ne, The Center for Dru s and 
ppf=" Fr8ud Br8xaxara ha&pr;$ssed seizures and.22 re 

' in~%iia 
toducts) since 

Septe+er. 9 
its creation atZ 

J 
ails to mcnt4on &A* 9 considerable educational efforts 

MI&J&~;~ the 1984 breakthroug$ Of hag;l,rf 
Pharmac+uticrl Adverrtslng P 

attd, legitimate industry 

time in the fight aqains health fraud: 
directly involved for the 

%?ad againsthequacks Ls 
The longest lasting effect to 

*vaccinating* ublic 
to reduce puh$c demand for their pro+zcts by 

to be wary the latest medacal "mar+es 
pr;moao~, thxzigh E t e mails and in retail stores. --Finally, CR fatls to 

resources should be davertad by FDA in order to ancrease 
regulatory activity agains health frauds. Should more be done against 
health frauds by FDA if resources must be taken fr?m the.seyrous public 
health challenges of sulfites, salmonella, pcsticzdes m piports, GMP 
inspection violations and the predictable but unknown Lntenruttent 
emergencies such as product tamnerings? 

Contact Bruce Brown, 301-443-5285 Letters to the Editor 
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Mount Vernon, NY 10553 
The May 

significant 
CR presented 

ant&- fraud 
o? infoyopve 'loo:eat quackery, but ov=;lgk;(: 

acttvity. 
indictment returned in Buffalo Nov. 14 may he p &utb man 
reported. 

ex"f a 'eF?%tabuses you 
The case involves off-label claims for a sing e.product, evenrng 

primrose oil, promoted for high blood pressure, arthrltls and multiple 
sclerosis. A government in behalf of the consumer, 
could help deter many of 

victory in this case, 
the promotions in your artic+e: 

In some other recent actions, the Food and Drug Adnunistration: 
--kept unproved 'sobriety,aids" 
--seized 

from qettitzro; the market: 
S2.4 ,yeii;i;n rn products, a 

3 
mail-order company 

Dromored to enhance , remove cellulate, bur d muscles and produce 
'fast weight- loss: 

--acted aaainst starch blockers and their sister "ueight loss" 
products, DHDA and.CCK; 

--cooperated with New York and California in blocking a burgeoning 
"cottaoe 
samples) ; 

industry" in unproved cytotoxicity allergy testing (using blood 

--sought grand jury investigations involving two cases of felony 
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iztceased actavity 
pZJ.Ozities in QU= 

having suweye~nth;,$~$dt could Consumer Reports nou begin 

to carry regular features frauds -- and how to spot them? 

Sincerely, 

codssioner of Food and DNgs ' 
Frank E. Young, M.D., Ph.D. 
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ULATORY ACTION (REG). Drug Recall 
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5) Your intention with respect to the dispositi?: of 
and outstanding stocks in trade channels. 

directed to Jerorle 3zcs: 

5600 Fishers Lane 
Rockville, MD 20857 

s and Siologirs 

Sincerely yours, 
Mary K. Harlin 
District Director 
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REGULATORY LETTER 

, 
: 4124105 TO BARTH VITP+SIN: DHEA COMPLEX TABLETS 

DRUG‘BRANI) M(S): BARTH'S DHEA COMPLEX 
DRUG GENERIC m: DWYDROEP~ROSTERONE. DKlZA 
~~~&~FOI&tR~~S FhL TEXT (ml. 

REGULATORY ACTION 
PUBLICATION D&E: 850424 

(REG) 

-. 
KICHAELASHKIN, PRESIDENT 

BARTH VITAMIN CORPORATION 
270WESTMERRf=ROAD 
WY smmx, NEW YORK llS82 

~tsR.AsHKIN: 
---IS .otJ~ INFORW\TTON TIfAT YOUR FIRM XS DISTRIBUTING THE PRODUCT DHEA 

:. 

J. 
:LE, DHEA COHPLEX TABLETS, 500 XG.. AS A 

ING 
SECTION 201(p) OF TliE ACT AND NO APPROVAL OF AN APPLICATION FILED 

OF THE DRUG MANUFACTURE" na 

f? 
F 

r TWELVE (IL) RUNA-tl>. 

4TE OF THE SIZE AND FREQUENCY OF SHIPXENTS KADE BY YOU IN THE 
PAS?' (12) MONTHS. 

3) AN ESTIKKTE OF THE A??OUNT OF THE DRUG THAT IS IN INVENTORY UNDER YOUR 
CONTROL AND OF THE AMOUNTS THAT REmN IN CHANNELS OF DISTRIBUTION OUTSIDE -.-- 
OF Y 'OUR Cb-tiRdL. 

4 i) THE DATE OF DISCONTINUANCE IN THE EVENT THAT YOU HAVE XsREADY 
"I":~";~$" MRRKETING OF THIS DRUG PRODUm. 

INTENTION WITH R: ESPECT TO THE DISPOSITION OF YOUR INVENTORIES 
E CWWNELS. AN;o",TS;~L;NGs~'o;C~ IN TRRD 

82 DIR ECTED TO MR. CmENCE L. WUTROUS, DIRECTOR, 

ip*: 
i i 

m 
E i 

i 



AT THE AsavE ADDRESS, 

FRAUD S?ANCH (HIN- 
COt4?LidNCS 

CENTER FOR DRUGS AND SIOLOGICS 
5600 FISHERS LiwE 
ROCKVILLE, M 20857 

GERSTENBERG 
DISTRICT'DIRECTOR 
FOOD AND DRUG ADtfINISTwTION 

VITH A COZY 72: 

.3161 
i 

D%::R,File 158:DIOGENES 
(cl 1996 DIOGENES. All Its. resew. 

00026053 0018548s 
REGUWTORY LETTER 4/24/85 TO BEDFORD VITAMIN: BEDFORD DHLA COMPLEX 
DRUG BRAND m(S): BEDFORD DHEA COMPLEX 
DRUG GENERIC NAME: DHEA COMPLEX. DEHYDROEPIANDROSTERONE 

BEDFORD VX.LEY STRUU% NEW YORK 
~~~~p+CES W TEXT ( FT) . . REmTORY ACTION 
PUBLICATION DiTE: 850424 

(REG) 

mm r TEXT: 
DEARMR. ASHKIN: i 4 IT IS OUR 1NFOtWATfON THAT YOUR FIRM IS DISTRIBUTING THE PRODUCT DXEA 

F e i L 

COMPLEX 
500 MG. UNDER THE LABEL W *BED-RD DEEA COMPLEX". THE -EL 

FO:At~:SkRODUn STATES THAT IT CONTAINS DEHYDROEPIANDROSTERON (D?lEAI. 
TEE INfRWDIENT, DHEA, IS CLASSEDASASTEROIORZ HORMONE AND THEREFORE IS 

iEGARDED AS A DRUG WITXIN TIE HEWING OF SECTION 201(g) OF THE FEDERAL 
DRUG AND COSMETIC ACT (TBE ACT). FURTHER, SINCE THIS DRUG IS NOT 

i%%ALLY RECOGNIZEDASSASEANDE~CI~ FORTHEABOVE RE!?ERENCED C- 
OR ANX OTSER TBERApEvnC CZAPLS, IT IS A-NEW DRUG UITHIN THE WEANING OF 
SECTIONS 2+( 

F 
) ABD 505(a) OF TXE A CT* 

THE ABOVE, 'ME ARTI-. _.-. ~~~ ~ 
DR%! ?%N ?IOWION OF THE ACT, 

cI.E. DHtZA COMPIJZ TABLETS, 500 HG., AS A 

SkTION SOS (a) : THE RRTTCLE IS i%?@%XIcS HAY NOT BE INTRODUCEZj‘cOR' 
DELIVERED FOR INTRODUCTION INTO INTERSTATE COMGRCE UNDER SECTION 505(a) OF 
THE FEDERAL FOOD, DRUG ANb COSMETIC ACT, SINCE IT IS A NEW DRUG WITHIN THE 
HfAEF 

OF SE! 
PURSUANT 

ING 
--CTION 201.(p) OF THE 'ACT AND NO APPROVAL OF AN APPLICATION FILED 

---_. em ,.--wr --- ----I --..a 

._ ,-Jy*yu*“*. CIIW m-.--.--- -- -- 

. 
” l .-t----A --__ 

,d%Y 
K4ONTHS 

OF THE DRUG MANUFACTURED OR RECEIVED 

SIZE AND iR.EOUZNCY OF SHIPMENTS MDE BY YOU IN THE 

OF :yURT;;NTROL. 
DATE OF DISCONTINUAN= TN THE EVENT 

DISCONTINUED NiV1KETING OF 
..-- _,. ,_._ 

THIS DRUG PRODUCT. --_.-__ ~-~ . .-a.- "-ENTION WITH RESPECT TO THE DISPOSITI 
--,- ___ -_. 

OUR REPLY 
STOCKS ;; TRADE CHANNELS. 

SHOULD DIRECTED TO HR. CLARENCE 
[PLIANCE BRANCH, AT THC, AaOvE ADDRESS, WITH A COPY 
AQTUUR T :. AUER. NATIONAL COORDINATOR 

25 F?UiUD BRAUCH (HM-316) --_~ 
i;'I‘i?f$bFj-OF DRUG LASELING COMPLIANCE 
CENTER FOR DRUGS AND 5IOLOGXCS 
5600 FISHERS LANE 
ROCICVILLE, m 20857 

.-.,..-.. - - - -~- 
nartns AND BIOL6GIt 

T?fAT YOU HAVE RLmY 

:ON OF YOUR INVENTORIES 

L. WALTROUS, DIRECTOR, 
TO: 



m 
f: 

SINCZRELY YOURS, 
GEORGE J. GZRSTENBERG 

I DISTRICT DIRSCTOR 
FOOD AND DRUG ADHINISTRATION 

l/9/57 
DZALOG(Rlfile 1SB:DIOGENES 
(cl 1996 DIOGENES. AL1 rts. resem. 

00026047 00185479 
REGUWTORY L&m&R 5 /z{Wi 1; VITAKIN RESGLRCH: DHEA 
DRUG BRAND NAME(S1: PHf; 
DRUG G&N&RIC : NAtG: OX&A. --_ ._ DEKYDROEPIANORDSTERONE 
COMPANY NApe: VIT: {CH MOUNTAIN VI&id, CAL1 
SOURCE : ~NF4E~ FOI SERVICES TEXT tfi). 
DOCUMENT TYPE: REGULATOl F .<Y ACTION (REGI 
PUBLICATION D&T&: 850509 

1% 

1FORNI :A 

TEXT : 
VITAMIN RESEARCH PRODUCT 

2044 OLD MIDDLEFIELD WAY 
MOUNTAIN VIEW, CA 94043 
ATTENTION: ALMAR CHANG, PRESIDENT 
PRODUCT: VITAMIN RESEARCH PRODUCTS DB&A 1t 

DEAR=. CXANG: 

DIS%J%NG 1 
OUR INEY)R.mt'iIO~JT YOUR FIRM IS MANUFACTURXNG AND OR 

lt. THE CATALOG LABELING FOR THIS PRODUCT 
--- ---- - - - - 
rHE PRODUL- ____. 

STATES TBAT IT CONTAfNS DEBYDRO&PIANDROST&RO~ (Dffi%f:TBE LABELING tiG 
STATES THAT IT IS A WEIGHT LOSS PRODUCT WHICH' WORKS X3 AN APP&TIT& 
SUPPtifsAN'r WHICH ALTERS T 'HE WAY YOUR BODY BURNS FATS AND CARBOHYDRATES. IT 
SUGGESTS AND IMPLI&S TBA,T IT WILL PREVENT MANY AGE RELATED DIS&ASES AND 
ADULT ONSET OBESIti. 

THE INGREDIENT, DEHYDROEPIANDROSTERONE (DBEA), IS CLXXED As A STEROIDZU 
HoRnoN& AND THER&FWE WxEN INTENDED FOR DRUG USE IS REGARD&D As A DRUG 

zFN - 
-G OF SECTION 201(g) OF TXE FEDERAL FOOD, DRUG AND COSmTIC 

SINCE TgIS DRUG IS NOT GENERAUY RECOGNIZED As SAFE AND 
&FE.lrm~-&k TIE&ABOVE REF&RENeED tLAIE-OR~ANY-6TliER'CLAIMS,~IT IS ANEW 
DRUG WITHIN THE M&ANING OF S&CTIONS 201(p) AND SOS(a) OF THE ACE - 

IN VIEW OF THE ABOVE, THE ARTICLE VETAMEN R&SEARCH PRODUCTS DH kA It.; As A 
fATION OF TRE FwlElwl FOOD, DRUG AND COSMETIC ACT AS DRUG, IS -<IN VIO. -1*-*-- 

I 
I 

1” 
c vwwa : 

SECTION SOS(a): TBE ARTICLE IS A NEW DRUG WHICH MAY NOT BE IdTRODUC&D OR 
DELIVERED FOR INTRODUCTION INTO INTERSTATE COMMERCE UNDER SECTION SOS,(a) OF 
THE FED&W FOOD, DRUG AND COSmTIC 'ACT, SINCE IT IS A NEW DRUG WITHIN THE 
MEANING 

OF SEmION 201(p) OF TBE ACP AND NO APPROVAL OF AN APPLICATION FILED 
PURSUANT 

TO SECTION SOS(b) IS EFFZCTIVE FOR SUCH DRUGS, AND NO NOTICE OF CXJUXED 
INVESTIGATIONAL 
IS 

lZ%&WTION~~~R S>~~ON 505(+) APD REGULATION 21 CFR 312.1 
ON FILE FOR SUCH DRUGS. I_ 

SECTION SO2 (f)(l): T?lE ARTICLES ARE MISBRANOED IN THAT TB& LABELING FFLS 
TO BEAR ADEQUATE DIRECTIONS FOR USE ‘FOR THE CblDITIOfJS FOR WnIXCMI;TI; 
OFF&R&D IN ITS PROHOTI~NAL i+TERIAZ AND THEY ARE'?? w 
R&QUXR.EiG.NT UNDER 

REtuLATTON 21 CFR 201,115 SINCE THE ARTICLES AR& NEW DRUGS WITHIN THE 
UPIUTUr- *-.a.._ 

AL OF AN APPLICATION FILED ----____ OF SECTION 201(p) AND NO APPROV 
SECTION SOS(b) IS &FF&CTIVE FOR T?IF.SE +TICIZS. 

WE R&QUEST TBAT YOU REPLY WITHIN TEN (10) DAYS OF 
LETTER STATING TBE ACTION YOU,yILL TRKE TO DISCONT! 
THIS DRUG PRODUCT. IF SUCH ,CORRE~,IVE ACTJON IS NOT 
THE FOOD ,m~~RUGT~~14TRATION IS PREPARED 70 INI? 

NiT TH 
PROVIDES FOR SEIZURE OF 

6.S.C. 332 AND 334) 

PURSUANTTO 

ENFORCE T 
INJVNCTION AGAIl 

YOUR RECEIPT .OF THIS 
:NUE THE MARKETING OF 
PROMPTLY UNDERTAICEN, 

:IAT& LEGkL ACTION TO 
ILLEGAL PRODUCTS AND ---- - _. 

tE P&~%FA~R OR DISTRIBUTOR OF I~&G+,PRODUCTS (21 

Y INCLUDE: 

WITii:N : 

W&. REQUEST THAT YOUR REPL 
W ESTIHnTE OF TX 
rm PAs? 

E QUANTITY OF THE DRUG MANUFACTURED OR R&CEIV&D 
' m&LvE. (12, HONTHS. 
iT& OF THE SIZ& AND FPEQUENCY OF SHIPMXNTS MADE BY YOU IN THE 

2, AN "'X PAST (121 k-f 
3) AN &ST&t OF TH& AMOUNT OF THE DRUG THAT IS IN INVENTORY UNDER YOUR 

CONTROL AND OF THE AMOUNTS TKAT RE'PiAIN IN CHANNELS OF DISTRIBUTION OUTSIDE 
OF ;yR CONTROL. 

THE DATE OF DISCOKTINUANCE IN THE EVENT THAT YOU HAVE ALREADY 
DIS;~NTINUED MARKETING OF THIS, DRUG PRODUCT. 

YOUR INTENTION WITH RESPECT TO THE DISPOSITION OF YOUR INVENTORIES 
AND OUTSTANDING STOCKS IN TWU)& CHANNELS. 

YOUR REPLY SHOULD BE DIRECT&D TO MR. RONALD G. FISCHER, DIRECTOR, 
COMPLIANCE BRANCH, AT THE ABOVE ADDRESS, ijITH A COPY TO: 

ARTHUR T. AUER, NATIONAL COORDINATOR 
DRUGS AND BIOL,OGICS Fiv\UD BMCH (~~-316) 

PT 
c 



I 

Pm 6, 
t 

I 

00026133 00185761 
REGULATORY LE=R 3/28/86 TO DOSHIRE: D.H.E.A. COMPLEX, THE FAT FIGHTER 

-73. 2 
-6,;; B?W.ND NAHE(S): D.H.E.A. COMPLEX. THE FAT FIGHTER 

DRUG GENERIC NAKEl: D&HYDRO&PIA?QROST&RON&. OH&A 
COMPANY NAME: DOSHIRE CHICAGO; ILLINOIS 
SOURCE: FOI SERVICES Nu TEXT (fi). 
DOCUMENT TYPE: REGULATORY ACTION (R&G). 
PUDLICATION DATE: 860328 
TEXT : 
hx;ls~;~ldI~cpenheim 

3441 W.‘Flont;ose 
Chicago, IlUaois 60613 

Product: D.H.E.A. Complex, The Fat Fighter 

Dear Mr. OPPenheiZw 
Batian that your firm is distributing the product, 

: Fiahtcr. Tht drlm label for this Droduct states 

=pg 
section 201(pB of the Act and no approval of an application filed 

p”:ranr Section SOS(b) is effective for such dru s, and no notice of claimed 
investigational exemption under Section 5OS[iy and Regulation 312.1 is on 

fi1~2Z0~U~0%Xi~~ 
fails to bear adquit+ 

The articles are misbranded in that the labeling 
directions for use for the conditions for which it 

is offered in its promotional material and they are not exempt from this 
requirement under 

Reoulation 21 CFR 201.115 since the articles are new drugs within the 
meaning 

of Section ?Ol and .no approval of an application filed pursuant to 
Segion SOS(b) is effectxve for +hc?e articles. 

request that you reply wxthrn tea (10) days of your receipt of this 
he action you will take to discon+nue the atarketlng ;f 

rqy other applicable 
=PtlY 

drug which you may market. 
u&c rea ken. the Food and Druo 

:aal act: 
%5" 

it8ting tl 
drug product and 1 

such corrective action is pof pro ----._-__. --.- 
z;iTtration 4s preptw;d to Anztiate le_ 

Food, Dkug Cosmetic 
ion :;rcnfoyce the law. Tha 

Act provides sexzure of illegal 
products or injunction auaintt the manufacturer or distributor of illegal 
products (21 USC 332 and 3341. 

We request that your rt ly include: 
An estimate E: quantity of the drug manufactured or received 

witkln the past tuelv~f(l:lCmonths 
2) An estimate of the size and irequency of shipments made by you in the 

past twelve (121 months. 
3) An estimate of the amount of the drug that is in invcnFory,und~;t~;;~ 

cant rol and of the amounts that remain in channels of d1strlbUtzon 
of your control. 

4) The date of discontinuance in the event that you have already 
discontinued marketing this drug product. 



P DIVISION Of DRUG MLfNG CZM?LI:jwCs 

id 
CEmER FOR DRUGS AND BIOLOGICS 
5600 FISHERS LANE 
ROCKVILLL, MD 20857 
SINCERELY YOUBS, 
ROW X. JOBNSON 

p DISTRICT DIRECTOR 
SAN FRANCISCO DISTRICT 

l/9/58 
DIiCLOGIR) File 158:DIOGENES 
(c) 1996 DIOGENES. til Its. rtseN. 

00026045’ 00185471 
REGULATORY LETTERS 4/15/85 TO GZNERAZ, NUTRITION, LIFE EXTENSION, POST- 

TEL. 0rRPNDAT?ENWDHEA 

!- 
i 
1 

DRUG BR&ND M(S): DHEA 
IJ;;J~NER&NAME: DEBYDROEPIIWDROSTERONE 

: GENERAL NUTRITION PITTSBURGH, PENNSYLVANIA LIFE EXTENSION 
SAm'I CA, CRIJFORNIA tirr.-EXTENSZON HOLLYWOOD, FLORIDA POST-TEL FORT 

FLORIDA ' 
FLORIDA B & R POMPANO BEACH, FLORIDA ATHENA POMPANO BEACH, 

SO~&&FOX&ERVICES FULL TEXT tfi) 
REGULATORY ACTION 

PUBLICATION D&E: 850400 
IREG) 

PLI 
i 
‘ 

p 
f 
I k 

TEXT: 
Mr. Gar Daum, President 

Genera 1 Nutrition Corporation 
921 Pcnns lvarda Avenue 

E Pfttsburg , Peansylvaaia 15222 

Re: Life Expander Fat Fighter with D.H.E.A. 

Dear Mr. Dawn: 

It is our information that your firm is distributing/manufacturing the 
product "Life Expander Fat Fi hter* 

ei! 
with D.X.E.A. The label for the product 

that it contains d ydroepiandrosteroae (DBEA). The label for the ~ZZ also states that it is useful as,a 
The 'ingredient, 

"Fat/Fighter*. 

hormone 
dehyroepiandrosterone (DHEA), 2s classed as a steroidal 

and therefore when intended for drug use is'regarded as a d-g 
within the mealzing of section 20ltgj’of the Federal Food, Drug add Cosmeuc 
Act. 
tffec$%thq% &%ov,“,~fe%ed’%aW or an 

not generally reco ted as safe and 
other XLs, it is a aeu 

druz tivrwa 5p me=&do& section 201( 

D.H.E.A.", as a drug, is 
the 

(a) of the Act.. 
Life Expander Fat Faghter with 

in violatioa of the Federal Food, Drug and 
Cosmetic Act as follows: . . 

Section SOSJal: -The article is a new drug which may not be +ntroductd or 
&&ivered for mtroductaoa zatob+aterstat$ 

I Federal Food, Drug and Cosmetic Act, 
$onxneyct.undeg sectLon $05Ja) of 

sance At is a neu drug wlthan the 

me:zmg section 201 (pl of the Act and no approval of an application tiled 

pu:rant section SOS(b) is effective for such drugs, and no notice of claimed 
investigational exemption under section 505(i) and regulation 312.1. 1s on 
file for such drugs. 

Section 502(f) (1): The article is misbranded in that the labeling fai+ 

%ft:::' 
adequate directions dgfrii;e for the cendttzons for wtuch At +s 

in its promotional and ;Zt 1s not txtmpt from thu 
requirement under 

regulation 21 CFR 201.115 since the article is a new drug within the 
meaning of section 201 and no ap 
section 505(b) is effective. for F L 

roval of an application filed pursuant to 
s article. 

ltkr 
rtquts!: 

statzng 
thtie you ~tply utth+n ten (10) days of,your receipt of this 

this drug product 
actlon you ~11 take to discont&nue the markttlng ;$ 

and any other applicable drug which you may market. 
such corrective action is nof .promntly undertaken, the Food and Drug 
;F;=;;tr;ki;n is prtp=;;d to xnltlat:ciegal actxon :o enforce the law. The 

'in~%tj.on a 
Cosmetic provides seizure of illegal 

products or ainst the manufacturer orL~~stributor of illegal 
products (21 USC 332 and 3 4 4). 

WC request that your rc ly include: 
1) An estimate of rl t t quantity of the drug manufactured or received 

within the past twelve (12) months. 
2) An estimate. of the size and frequency of shipments made by YOU in tht 

past twelve (12) months. 
3) An esrixnatt of the amount 0~ c the drug that is in inventory under your 



.k”i control and 01 the amounts that remain in channels of dis=::buzion outside 

already that you have 

5600 Fishers Lane 
Rockvillt, Maryland 20857 

Very truly yours, 
Lortn Y. Johnson 
District Director 
Philadelphia District 

s&.11 Kent, Vice President 
Life Extension Clinics, Inc. 
201 Ocean Avenue 
Santa Monica, California 90402 

Product: DHEA Complex 

Dear Hr.' Kent: 

It is our information that our firm is distributing the product 
referenced above. The label for t ii s product states that it contains DHEA 
~dehydroepiaadrosterone). The labeling also states that the product 

. ..ancreasts the rate at which food is converted into eaexgyIirgerbb; 
into body fat-, "aa anti-obesitg axad an anti-cancer agent... 
anti- aging agent as well", and * locks lipogeaesrs (fat formulation r* 

The tagretient, dehyroepiaadrosteront (DMA), it classed as.a sterkdal 
hormone aad therefore when inteadcd for drug use is regarded as a drug 
within the ateating of section 201(g) of the Federal Food, Drug aad Cosmetic 
Act. 
tfftct~~~th%; 

is not generally reco 
t$a~ov?%ft%$ed claims or an other c P 

ted as safe and 
ai.n~, 'it is a new 

drug within the meaning of section 201( (a) of the Act. 
In view of the above, the Contplex, as a drug, is in 

violation of the Federal Food, Drug and Cosmetic Act as follows: 

Section SOS !a) : The article is a new drug which may not be +atroduccd or 
btivtrtd for antroductton into inferstate Fonraerce under seetaon SOS(a) of 

Federal Food, Drug and CosmetLC Act, smct at is a new drug within the 

mc::ing section 2Ol(pl of the Act and no approval of an application filed 
pursuant . 

to section for-such drygs, and no notice of claimed 
investigational 

SO~~b&~fo;ffectivt 
under stctaon SOS(r) and regulation 312.1 is on 

file for such drugs. 

Section 502(f) (1): The articles art misbranded in that the labeling 
conditions for which it fails to 

is 
bear adequate dirtctionsm;f;=,yf~ for the 

offered in its promotional and At is not exempt from this 
requirement under 

regulation 21 CFR 201.115 since the article is a new drug within the 
mtanzng of section 201 and no ap 

R 
roval of an application filed pursuant to 

section 505(b) is effective for F: tst articles. 
rtquesr th;;+ you ttply wath&n ten (10) days cf.your receipt of: this 

dr:tat$tzduct 
action you urll take to d&scontlnut the markttrng ;f 

and any other applicable drug whxch YOU lnay market. 
such corrt~tive action is not promntly undertaken, the Food and Drug 
;%t;;;tr;k;zn is prtp;i;d to initiate legal action to enforce the law. The 

Drug Cosmetic Act provides for seizure of illegal 
products or 'injunc+ion al ainst the manufacturer or distributor of illegal 
products (21 USC 332 and 3 41.. 

WC request that your rt ly rncludt: 
f: quantity of the drug manufactured or received 

vitiin $e ~91~~:=~v~f~l:)emonths. 
2) An estmmtt of the size and frequency of shipments made by you in the 

past twelve (12) months. 
3) in estfmatt of the amount of the d:ug that is in inventory under your 

control and of the amounts that remam in channels of distribution ourslde 
of you: control. 

41 The date of discontinuance in the event that you have already 

. . 



discontinued marketing this drug product. 
5) Your intention with respect t3 the tis305iti3:: of you: invento:ies 

and outstanding stocks in trade channels. 
Your 

Orlando 
reply ,shoul~20~e ,dd~e~$~~~~~o Marti.? E. Katz, Cbuiiahce o:;;~~~;, 

DlSt.t%Ctr : Drive, Suite 120, Ozlando, = 
32809, 

telephone 305-855-0900, with a copy to: 
Arthur E. Auer, National Coortinato: 
Drugs and Biologics Fraud Branch OiM-316) 
Divrsion of Drug Labeling COZpilanCe 
Office of Co lrance - Center for Drugs and Biologics 
5600 Fishers "E ane 
Rockville, Maryland 20857 

P 
! : 

Very truly yours, 

Adam J. Trujillo 
District Director 
Orlando District 

William J. Faloon, President 
Life Extension Clinics, Inc. 
2835 Holljlwood Boulevard 
Hollywood, flotida 33022 
Product: DHEA Complex 

Dear Mr. Faloon: 

information that 
referenced 
~dchydrotpiaadrostcrontl. 

..,mcreasea 

IT I 
Section 509 (a) : The article i+ a new drug which may not be introduced or 

$ivered for intrqdqction into anterstate pmaerce under secuon >05ja) of 
Federal rood, Drug and Cosmetic Act, since it is a new drug wittun the 

me:sing section 201(p) of the Act and no approval of an application filed 

p”::uant section 50S(b) Is effective for such dru s, and no notice of claimed 
investigational exemption under section SOSCi? and regulation 312.1 1s on 
file for such drugs. 

Section 502(f) (II: The articles are misbranded in that the libeling 
fails to 
is 

bear adequate directions~;;r;=~ for the conditions, for which it 
offered in its promotional and At is not exempt from this 

requirement undr- 
tcaulation 21 

:& 
L CFR 201.115 since the article is a new drug within the 

meanlrng --'----of section 201 and no ap 
section 505(b) is effective for t ese articles. R 

roval of an application filed pursuant to 

leZ:er 
request 

stating 
th;;e you reply u%th+n ten (101 days of your receipt of this 

actaon 
this 
such 

drug product 
you uxll take to discontinue the marketing ~;f 

and any other applicable drug which you may market. 
correFtlve action is not ClY undertaken, the Food and Drug 

;Fe=iftr;E;zn 2s prtp;;;d to in,+!:: T egal action to enforce the law. The 

products or 
l Drug 

Cosmetic Act provides for seizure of illegal 
znjunction a ainst the manufacturer or distributor of illegal 

products (21 USC 332 and 3 s 4). 
We request that your re fy include: 

f: quantity of the drug manufactured or received 
wit& $a ~s,~~~~lv~f(12t)emonthr. 

2) Anestimate of the size and frequency of shipments made by you in the 
past twelve (12) months. 

3) An estimate of the amount of the drug that is in inventory under your 
control and of the amounts that femaln 1n channels of distribution outsIde 
of your control. 

4) The date of discontinuance in the event that you have already 
dis;Tnt-nued *rket+ng this drug product. 

your mtentlon ulth respec: to the disposition of your inventories 



P-3 
& and outstanding stocks in trade channels. 
& I Your reply should be directed to Martiz E. Katz, Couliance Office=, 

%E"" 
DZStriCt, 7200 Lake "rlleno= Drive, Suite 120, b=lando, 'lozlda 

tcl&phonc 3OS-955-0900, with a copy to: 
Arthur E. Auer, National Coordinator 

: Drugs and Biologics Fraud Branch (HM-3161 
Division of. Drug Labeling Corgllance 
Office of Com+ance - center for Drugs and Biologics 

P 5600 Fishers Lane 
Rockvillc, Maryland 20957 h 

t 
Very truly yours, 

Adam J. TmjillO 
District Director 
Orlando District 

Eduard G. Illtin, Jr., President 
* Post-Tel Services, Inc. a1 1 2946 Northwest 60th Street 

fort Lauderdale, Florida 33309 

!? Product: Ever-Thin with Estron D 
F 
i. Dear Hr. Astin: 

r 
It is .our information that firm is distributing the product 

or this product states that it contains 
i labeling also states that the product 

"a treatment for obesity”, “can block the 
*,* *causes the brain to release 

lF*la 
the neurotransmitttr r4E 

* is classed as a steroidal 
i 

. 5 

i .. ; 

p Section 505(a): The article is a new drug which may not be introduced or 
delivered for introduction into interstate coasaerce under section 505(a) of. 

t : the Federal Food, Drug and Cosmetic Act, since it is a new drug within the 
- meaning 

section 201 (p) of the Act and no approval of an application filed 
m p&ant 

to section SOS(b) is effective for such dru s, and no notice of claimed 
i. under section S05(r 3 and regulation 312.1 is on 

The articles are misbranded in that the labeling 
r fails to bear adequate directions for use for the conditions for which it 

is offered in its promotional material and it is not txunp't from this 
P ‘ . . I requirement under 

regulation 21 CFR 201.115 since the article is a new drug within the 
meaning of section 201 and no ap roval of an application filed pursuant to 

m section SOS(b) is effective for t csc articles. g 
'b : rcquesf that you reply within ten (10) days of your receipt of this 

the action 
dr$ja+;%duct 

you will take to discontinue the markctrng of 
and any other applicable drug which you may market. If 

such corrcFtiv$ action is not .pro tly undertaken, 
"p 

the Food and Drug 

,F"i 
;z;;;ftr;k;tt is prcpt;zd to XIltlatc cgal action to enforce the law. The 

Drug Cosmcuc Act provides for seizure of illegal 
products or *injunction a ainst the manufacturer or distributor of illegal 
products (21 USC 332 and 3 4). 9 

we request that your rc ly include: 
R 

k"" uj.t$n %e ,e=:=~:tv~f(l:)cmonths. 
quantity of the drug manufactured or received 

f 2) or, estimate of the size and frequency of shipments made by you in the 
past twelve (12) months. 

3) An estimate of the amount of the drug that is in inventory under your 

P 
control and of the amoiints that remain in channels of dAstributIon outsrde 
of your control. 

4) The date of discontinuance in the event that you have already 
i J disz:ntrnued marketing ttk:hdrug product. 

Your lntentlon w -espect to the disposition of your inventories 
and outstanding stocks in trade channels. 

. . 



Your response should be directed to Ezra 5. Ka::. tomliance 0;;;;~;; 
Dittric:, 7200 Lake Ellenor I , Suatt 120, i):lando, 

tel&phone 305-855-0900, with a copy to: 
Azthur E. Autr, National Coordrnato: 
Drugs and Biologics Fraud Branch (HEH-316) 
Division of Drug Labeling CoE@ianct 
Office of coaplranct - Center for D:ugt and Siologics 
5600 Fishers Lane 
Rockvillt, Haryland 20857 

Very truly yours, 

Adam J. Trujillo 
District Dirtc:ror 
Orlando District 

William R. Rannt, President 
B a R ship 

550-C N.E. E 
ing Co. 
7th Street 

Pompano Beach, Florida 33064 
i .” 

P 
i *i 

E 

1 , 

f? 
I 

m & 

Product: Ever-Thin with Estron-D 

Dear Ur. Rannt: 

Section 505 !a1 :' The arti$t is a new drug which may not be jntroducad or 
&&ivcrtd for zntroducuon rnto interstate 

Fedtral.Food, Dag and Cosmctac RCf, 
coumurct+under sect&on SOSjal of 

sanct at as a new drug wath&n the 

m=:?ing section 201(p) of the Act and no approval of an application filed 

- p"~:uant section 
investigational 

SO~~b&~~o~fftctivc for such dry, and no notice of claimed 
under section SOS(a and rtgulataon 312.1 as on 

file for such.drugs. 

Section Sb2(f) 11): The articles misbranded in that the labeling 
fails to 
is 

bear adequate dirtctionsd",:::; for the conditions for whach at 
offered in its promotional and it is not txtmpt from this 

rtquirtment under 
regulation 21 CFR 201.115 since the article is a new drug within the 

mkanang of section 201 and no ap roval of an application filed pursuant to 
section SOS(b) is effective for t eqc UtlCltS. f: 

request that you reply uithrn ten (10) days of.your receipt of this 
stating the action 

drug product 
you will take to discontanut the xnarkttang ;f 

and any other applicable drug whach you may mrktt. 
such corrective action is nof .pro 

"f 
tly undertaken, the Food and Drug 

z;;;ftrafi;r 
, 

is prtp=;sd to anltaatt egal 
Drug Cosmetac Act 

action ;zrtnfoyct the law. The 
provides stlzurt of rlltgal 

products or injunction a 
s 

ainst the manufacturer or distributor of illegal 
products (21 USC 332 and 3 4). 

We request that your rtoly include: 
quantity of the drug manufactured or received 

wi& se ~5a:ltmat:=lv~f(l::emonths. 
2) AXI tscxziate of the srze and frequency of shipmenrs made by you in the 

past twelve (12) months. 
3) in tsrimane of the amount of the d+g that is in inventory under your 

conrrol and of the amounts that remain rn channels of disrribuKion outside 
of your conGro1. 

of 
dis~bntT~=tdd%keting 

discontinuance 
this d:ug produi?c. 

the event that vou have already 

Lnttntion 5 
5) Your with respect to the disposition of your invento:le. 

and outstanding stocks in trade channels. 
Your :esponse should be directed to MarCin E. Katz, Compliance Officer, 



W;do District, 1200 Lake SUeno: Drive, Suite 120, O:lando, Tlo::+a 

tel~r&~c 305-855-0900: with a c3Py to; 
r E. Auer, Natz.onal Coordxato- 

Drugs and Bioloqict Fraud Branch (H%-316) 
Division of Drug Labeling COE?lianCC 
Office of CoW.&ance - Center for Drugs and Bioloqics 
5600 Fishers Lane 
Rockviile, Maryland 20857 

very Lruly yours, 

Adam J. Trujillo 
District Director 
Orlando District 

Richard L. Blumberg, president 
Athena Products Ltd. Company 
1201 East Atlantic Boulevard 
Pompano Beach, Florida 33060 
Product: Ever-Thin uith Estron-D 

Dear Hr. Bbxberg: . 

It is our information that our firm is distributing the product 
mf;Erenced above. 5 The labelingThe or this product states that it contqins 

I~rkvdtoc5iandrostefo~~~- labclino also states that the-pm aduct -..- I--..,----r------ ._, . --~- --~~ - 
-a trta%--z &-- -L--'L*** "CIl klrrrl *L- 

Ihrine)*. and I *in+ 

ie . ..heiDs -your‘ body 1 IcnL IOI; PLISJIL~ , -m.* -*""a dac 
.aeprtrsant*, ucauses the brain to release 

(choLccvs+okinzn) (and) the ntutot~ansmitttr NE 

and the&fort- 

Act. Further, si 

n 

-1 I * is classed as.& steroidal 
use is regarded as a dryg 

Food, Drug and Cosmeuc 
recognited.as safe and 

effective for the above refer+&=- s 
drug within the meaning of sectron ZGII~J. - ,I of tne ACE. 

In view of,the above, the artacle Ever-T- W;LU Estron-D, as a drug, is 
in violation of the Federal Food, DNg and Cosaictic Act as follous: 

Section SOS(a): The azticlt is a k drug which may not be introduced or 
delivired for introduction into interstate conmterce under section SOS(a) of 
the ,Ftderal Food, Drug and Cosmetic Act, since it is a ntu drug within the 

YYg section ZOl(pl of the Act and no approval of an application fired 
pursuant 

to section . investigational 
SOS(b) is effective for such druqs, and no notice of cl+im+d 

exemption under section SOS(i and requLatzon 312.1 as on 
file for such drugs. 

Section S02('f)(l): The arficles misbranded in that the labelin 
fails to bear adequate ditcctzons foraize for the conditions for which i il 
is offered in its promot2onal material and it is not cxcmpt fron, this 
rtquiruaent ungr r-r,.1 SC< nn CFR 201.919 -ince the'article is a new drug within the 

nrnvrl of an aaalication filed pursuant to 

:eipt o$ this 
'~~l'Eak;'tb zi&ontinue the marketmg of 
r q{~~;~le drug uhrch you may market. If 

undertaken, the Food and Drug 
:o enforce the-lay, The 

- -__- -..A- wm-7 
such corre&iGf-mktion ii vt 
z;;;tr;z;r %s prtptz;d to rnltigtem legal action t 

e. D=g c0smet1c Act provxdes for : 
---A..rL c AI ,ni\rnrtinn ac-=inc+ rhr manufarrurcr or distribute jr of ille+al 

quantity of the drug manufactured or received 

2) An estimate of the size and frequency of shipments made by you rn the 
past tuelve (12) months. 

3) An estimate of the amount of the drug that is in inventory under your 
control and of the amounts that rcrnaln in channels of distribution outsldc 
of your control. 

41 The date of discontinuance in the event that you have already 
dis;yntinucd markct&ng thrs drug product 

Your lntentlon with respect tn {he disnasition of "our inv 
and outstanding stocks in trade channe 

Your re?ponSe should be directed to tlartin f 
Orlando Dlsrrlct, 7200 Lake E 

ento rrCS -.-- -_- 
Iis. 

r------.. - 

2. Katz, Compliance officer, .--- 
:llenor Drxvc, Suite 120, briando, Florida 



32809, 
telz:;;s ;,S;~~S-0900f with a ca?'y to: 

Natlonai Coordznato: 
D&s-and Bioibgics Fraud Elrancfi (X%-3:6) 
Divrsion of Drug Labeling Coszpliancc 
office of Coamlrance - Center for Drugs and 3iologi~s 
S600 Fishers Lane 
Rockville, Maryland 20857 

Very t,aly yours, 

Adan J. Trujillo 
District Direczar 
Orlando District 

y 
8 ‘: l/S/S9 

DIALOG(R)F lS8:DIOGEKES 
'(c) 1996 DIOGENES. AL1 rts. resem. 

*n * 
* 

00026038 0018S458 
REGULATORY LETTER 4/8/8S TO PHOENIX X,.=&ORATORIES 
DRUG BMND NAB=(S): DHEA COMPLEX 
DRUG GENERIC M: DHEA. DEHYDROEPIANDROSTERONE 
coMPm NAKE: PHOENfX HICXsVIL=, NEU YORX 
SOURCE: FOI SERVICES WLL T-3 (FT) 
DOCUMENT TYPE: REGULATORY ACTION (REGI 
PUBLICATION DATE: 850408 
TEXT' 
Sidl- Gy Rich, President 

Phoeimw -~~--~~- -~ tix Laboratories. Inc. 
175 Lauman Lane 
Hicksville, New York 11801 

: DHEA COMPLEX TABLETS 

11*1 Dear pir. Rich: 
I@ i 

P 

i ” 

I” 

It is. auf information that your firm is manufacturing the product DIiEA 
COXplCX 

Tablets, 
this 

500. mg. for various private label distributors. The labf~&f 
product state that it contairq dehydroepiandrosterone 

Promotional material associated with this product make claims, in part fo; 
its use in inhibiting weiqht ain. 

The ingredient, OH&A, is c asscd as a steroidal+hormone and therefore is 9 

f;Xzded D$ 
a drug within the meanan of sectaon 201(g) of the federal 

genc~ally 
and Cosmetic Act (the Actf. Further since this drug is not 

recognized as safe and effective for thk above referenced claim 
thcra eutic clainu, it is a neti drug wit&in the meaning of 

%;?%;a~%$l a$ 5,;:;; of the Act. % 
the article, DHEA Complex Tablets, SOOmg., as a 

drug, is in violation of the Act as follows: 

Section SOS(a): The article is a neu drug which may not be introduced or 
delivered for introduction into interstate conxnerce under section SOS(a) of 
the federal Food, Drug and Coimetic Act, since it is a neu drug uithin the 
meaning 

of section 201(p) of the Act and no approval of an application filed 
pursuant . 

is effective for such drug, and no notice of claimed 
'in:~sti~=Y~~alsO~~b~t~on under section SOS(i) and regulation 21 CFR 312.1 
is on file for such d-&g. 

Section SOZ(fl (1): The article is misbranded in that the-labeling gai+s 

Zf e%' 
ade'qua?e directions for use for.the cc. ~~ mditions for which lt is 

and it igeno:,;;xt $rom thas reqUr+en~ under regglation 21 CFR 
201.115 since 
201 (PI 
is effecttte for tks article is a 

new drug wathrn the meaning ?f section 
no ap roval of an application filed pursuant to section SOS(b) 

We request that you rep1 &thin ten days of your receipt of this letter 
stating the action you vi1 Y take to discontinue the marketing of this drug 
product. 

Eg 

If such correctave action is not proqtly undertaken, the Food and 
;zn)i;Eratlon is prepared to znitiate le 

9 
al action to enforce the 

a 
1 

ainst 
provides for seizure of illega products and injunction 

the manufacturer or distributor of illegal products (21 USC 332 and 
3 4\. 
--W&-request that your reply include: 

1. An estamate of rhe quantity of the d:ug manufactured o: received 
within the past 12 months. 

2. An estlzace of the size and frequency of shipments made by you in the 
past 12 months. 

3. An estiwte of the amount of the d:ug that is in inventory undztti;;z 
controy and of the amounf that remains in channels of d~srrlSutron 



of OUT control. 
4;. The date OF discontinuance in the event that YOU have already 

as;ontinued marketpg t+ls d--g produc:. 
. Your intentron bath regard to the disposition of you: invento=y and 

outstanding stock in trade channels. 
Your response should be sent to Clarence L. Waltzous, Directa=, 

Coxpliance Branch at the above address with a copy to: 

Arthur Auer! National Coordinator 
Drugs and Blologics Fraud Branch, KM-316 
Division of DIug Label+n Coxpl1ance 
;;;;erfi;;iriruz;eand Brologics 

Rodcville, MD 20857 

Sincerely, 

George J. Gerstenberg 
District Director. 
Food and Drug Arimsnistration 

I 

,:. 
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F 

APPENDIX C 

List Of DHEA Products Sold As “Dietary Supplements” 

Company Product Comment 
Amerfit; Bloomfield, CT Stack 6 
Bifina L.L.C. (Deepak’s Natural Deepak’s Timed Not labeled Dietary Supplement 
Remedies); Novato, CA Release DHEA 
Bio Research Institute, Division of DHEA 
Bondtech-Kiebrig Corp.; Lake’Mary, FL 

Not labeled Dietary Supplement 

Body Amino USA/International; DHEA 

p”” 
i. 
I 

6 L 

p 

HvwWA 
Country Life; Hauppauge, NY DHEA 25 mg 
Ciena International; Rena, NV Vita DHEA 

:< t.7, .* 
Di+oqd Enterprises; Lakewood, CO DHEA 
Futurebiotks; Hauppauge, NY ; _ DE 
Genesis Nutrition 
Genetic Evolutionary Nutrition; Los DHEA’ 
Angeles, CA 

Not labeled Dietary Supplement 
DHEA not a labeled ingredient 
Not labeled Dietary Supplement 
Not labeled Dietary Supplement 

. . . .;;-. . . ..-. 
.- 

Not labeledDietary Supplement 

? 
b _( 

E” P 
t 

Global Pharmaceuticals, Inc.; DHEA 
Manchester, NH 
Great Earth Companies, Inc.; Los Metacurb DHEA 
Angeles, CA 25 
Jarrow Formulas Inc; Los Angeles, CA DHEA-25 
Labrada Nutritikaal Systems, Inc; DHEA 

f-y 
b 
c , 

Houston, TX 
Life Enhancement Products, Inc.; 
Petaltuna, CA 

DHEA & DHEA Not labeled Dietary Supplement 
ThermoPlex 

LifeLink; Grover Beach, CA DHEA Ultra Tech Not labeled Dietary Supplement 
Natrol, Inc.; Charsworth, CA DHEA 25 mg 
Nature’s Heritage; Los Angeles, CA DHEA 5 mg Not labeled Dietary Supplement 
Nature’s Plus, Division of Natural DHEA 
Organics, Inc.; Melville, NY 
Nutraceutics Corporation; Deerfield DHEA Plus DHEA not a labeled ingredient 
Beach, FL Not labeled Dietary Supplement 
Optimal Nutrients; Foster City, CA Opti-DHEA Not labeled Dietary Supplement 
Premier Labs; San Diego, CA DHEA 50 mg Not labeled Dietary Supplement 
So Cal Sports Supplements; San Diego DHEA 
Solaray, Inc.; Ogden, UT Mexican Yam Extract & Adrenal Gland Concentrate 
Taney Marketing; Mountain View, CA DHEA Max Not labeled Dietary Supplement 
Tools for Exploration; San Rafael, CA DHEA 
Vital Source DHEA Not labeled Dietary Supplement 

- 
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GESELXBS TECHNOLOGIES, ISC. 
t. i 

n 
January 28,1997 

EIizabeth Yetley, Ph.D., Director 
O&e of Special Nutritionals, Office of Programs 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
Federal Building-8, Room 2804 
JiTFS-450 
200 C Street SW 

f”: p; 1 a ‘ 

Washington, DC 20204 
RE: DSHEA - DHEA PRODUCTS 

Request for Removal and Ban of 
m 
* 
r- x 

Dear Dr. Yetley: 

Misbranded Dietary Supplements 
- Pre-Meeting (020497) Materials 

Thank you for the opportunity to meet with you and your colleagues at CFSAN offices on 
Tuesday, February 4, 1997 from 2:00 until 3:00 p.m. At this meeting, we wish to discuss the 
status of our submission of October 9, 1996, which requests the Agency take action to remove 
and ban from non-prescription distribution those products marketed as dietary supplements con- 
taining DHEA (dehydroepiandrosterone). 

Accompanying this cover letter are a proposed Agenda and a list of meeting participants. Also 
included are pre-meeting materials, including drafts of the anticipated presentation slides. 

We look forward to a fruitful discussion of this important problem. 

P Sincerely, 

; Q/i Incc_, 
” 

Robert M. Cohen 
Senior Director of Regulatory Affairs 
and Corporate Administration 

Submitted: 

Sent 
Reference: 

- Original and 2 copies to CFSAN; Desk Copies to Meeting Attendees (E. Yctley. P. Binzer. J. Latham. R Moore, 8. Lake, 
B. Williams, 1. Bemsetin, P. Derfler. R. Cohen, K. Schwartz) 

- Desk Copies to W.‘SchulQ (OC); 1. Woodcock. M. Lumpkin. R. Williams, M. Wcintraub, (CDER); M. Haffncr (Office of 
Orphan Products), R McrkaQ (Office of Women’s Health) 

- Copies (3) to MD No. 44.258. Scriai 041;Desk Copies: W. Chambers. K. Johnson. L. LoBianco (OAAODP, ODEV, CDER) 
- Desk Copies to 1. Chow, J. Smith, D. Bannister. M. Gritith (GLT). W. Vodra (AP) 
January 28.1997 - Express Mail to above (202) 2053168; Tclefacsimile (Pages I through 5 only) to (202) 2053295 
44,258.041//0l2897.70l.041/Yctlcy/FDA@HEA-DS/DSHEA) 
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