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SS/ RM NO. 

WHITE HOUSE STAFFING MEMORANDUM 

Date: 3/6/04 1 :15 PM ACTION I CONCURRENCE I COMMENT DUE BY: 317/04 NOON 

MEMO FOR THE PRESIDENT ON ADMINSTRATION ACTION .ON THE IMPROPER 
Subject: USE OF STEROIDS 

ACTION FYI ACTION FYI 

VICE PRESIDENT rr/ D MANKIW. D D 

CARD ii' D MARBURGER 
(, ~. D 

BARTLETT pf 0 MCCLELLAN !]. D 

BENNETT 

~ 
D MIERS ~ D 

BOLTEN D MONTGOMERY ¥ D 

CONNAUGHTON D D POWELL D D 

FRIEDMAN r/ D RICE D D 

GAMBATESA D D ROVE I~ D 

GERSON' D. D SPELLINGS• l cY' D 

GONZALES. r/ D CLERK D D 

GORDON D D \N~ D 

HAGIN D ·D D D 

HOBBS ~ D D D 

KAVANAUGH D D D 

REMARKS: . 
PLEASE FORWARD COMMENTS TO CHRIS MARSTON, EXTENSION 57286/FAX 56708, BY 
NOON ON SUNDAY, MARCH 7, 2004, WITH A COPY TO THE STAFF SECRETARY. THANK 
YOU. 

RESPONSE: 

IC~· 

- A1tt-ll'--' 

~)vv-

.rr Tf'\ 

Brett Kavanaugh 
Assistant to the President 

and Staff Secretary 
Ext. 62702 

FAX Ext. 62215 
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Gilbert, Alan 

From: 
Sent: 

McClellan, Mark, M.D. [MMcClellan@OC.FDA.GOV] 
Saturday, March 06, 2004 4:27 PM 

To: Gilbert, Alan 
Subject: Re: Briefing Materials for White House--Sending Again 

Rarely . Might be useful in certain adrenal cortex defects that lead to hormone 
deficiencies . But there are generally better treatments . 

-----Original Message-----
From : Gilbert , Alan <Alan Gilbert@opd . eop .gov> 
To : Sachdev, Amit <ASachdev@OC . FDA . GOV> ; McClellan , Mark , M. D. <MMcClellan@OC . FDA . GOV> 
Sent : Sat Mar 06 16 : 18 : 32 2004 
Subject : RE : Briefing Materials for White House--Sending Again 

I s there any redeeming quality of andro---under what circumstances would a doctor ever 
prescribe andro? 

----- Original Message-----
From : Sachdev, Amit [mailto : ASachdev@OC . FDA . GOV] 
Sent : Saturday , March 06 , 2004 3 : 59 PM 
To : Gilbert , Alan 
Subject : Fw : Briefing Materials for White House--Sending Again 

Argh , sorry, try this one it should have all the docs 

-----Original Message-----
From : Yanish , Nancy <NYanish@OC . FDA . GOV> 
To : Sachdev, Amit <ASachdev@OC . FDA . GOV> ; Anderson , Donna <Donna . Anderson@FDA . GOV> 
CC : Barrett , Kari <Kari . Barrett@FDA . GOV> ; Mital , Michele <MMITAL@OC . FDA . GOV> 
Sent : Tue Mar 02 11 : 57 : 12 2004 
Subject : Briefing Materials for White House--Sending Again 

Sorry, I will try this aga i n . 

Nancy Foster Yanish 
Office of Legislation 
(301) 827-5708 phone 
(301) 827 - 1960 fax 

1 
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-~. ) ~- SS/ RM NO. 

WHITE HOUSE STAFFING MEMORANDUM 

Date: 03-05-04 8:20 PM . , ACTION I CONCURRENCE I COMMENT DUE BY: 03-06-04 NOON 

MEMORANDUM FOR THE PRESIDENT ON PROPOSED FDA AND DEA ACTIONS 
Subject: ON STEROIDS 

A7 FYI ACTION FYI 

VICE PRESIDENT D MANKIW D D 

CARD fl'' D .MARBURGER .-r"· , D 

BARTLETT ~ D MCCLELLAN D D 

BENNETT D D MIERS 
~, D 

BOLTEN. g'· D MONTGOMERY · rf, D 

CONNAUGHTON D D POWELL D D 

FRIEDMAN r!I' D RICE D D 

GAMBATESA D D ROVE r( D 

GERSON D D SPELLINGS - f ~ 

GONZALES rW D CLERK o. D 

GORDON D D D D 

HAGIN D D D D 

HOBBS JI' D D D 
i r/ 'KAVANAUGH D D ·· .. D 

REMARKS: 
PLEASE FORWARD COMMENTS TO ALAN GILBERT, EXTENSION 67105/FAX 65557, BY 
NOON ON SATURDAY, MARCH 6, 2004 WITH A COPY TO THE STAFF SECRETARY. THANK 
YOU. . . 

RESPONSE: 

'. 

/GS 
' 

AW~~ 

~ A"\ f,V'-' Brett Kavanaugh 
Assistant to the President 

and Staff Secretary 
Ext. 62702 

FAX Ext. 62215 

Tnn rm 
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108Tr-r CONGRESS 
lST SESSION S.1780 

II 

To amend the Controlled Substances Act to clarify the definition of anabolic 
steroids and to provide for research and education activities relating 
to steroids and steroid precursors. 

IN THE SENATE OF THE UNITED STATES 

OCTOBER 23, 2003 

Mr. EIDEN (for himself, Mr. HATCH, Mr. GBASSLEY, and Mr. I-lARIGN) intro­
duced the following bill; vvhich was read twice and referred to the Com­
ri1ittee on the Judiciary 

To amend the Controlled Substances Act to clarify the defini­

tion of anabolic steroids and to provide for research 

and education activities relating to steroids and steroid 

precursors. 

1 Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled, 

3 SECTION 1. SHORT TITlLK 

4 This Act may be cited as the "Anabolic Steroid Con-

5 trol Act of 2003". 



2 

1 SEC. 2. AMENDMENTS TO THE CONTROLLED SUBSTANCES 
" 

2 ACT. 

3 (a) DEFINI'l'IONS.-Section 102 of the Controlled 

4 Substances Act (21 U.S.C. 802) is amended-

5 (1) in paragraph (41)-

6 (A) by realigning the margin so as to align 

7 vvith paragraph ( 40); 

8 (B) by striking subparagraph (A) and in-

9 serting the following: 

10 "(A) The term 'anabolic steroid' means any d~ug or 

11 hormonal substance, .chemically and pharmacologically re-

12 lated to testosterone (other than estrogens, progestins, 

13 corticosteroids, and dehydroepiandrosterone), and in-

14 eludes-

" ( i) androstanediol- ·· 15 

16 

17 

18 

"(I) 3P,17P~dihydroxy-5a-androstane; and 

"(II} 3a,17P-dihydroxy-5a-androstane; 

"(ii)·· androstanedione ( 5a-androstan-3, 1 7 -

19 dione); 

20 "(iii) androstenediol-

21 "(I)· l-androstenediol · (3P,17P-dihydroxy-

22 5a-androst-1-ene); 

23 "(II) 1-androstenediol (3a,17P~dihydroxy; 

24 5a-androst- l-ene); 

25 "(III) 4-androstenediol (3P,17P-dihydroxy-

26 androst-4-cne); and 
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2 

3 

•4 

5 

·6 

7 

8 

.9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

\ 

3 

"(IV) 5-androstenediol (3b,17~-dihydroxy-

androst-5-ene.); 

"(iv} androstenedione-

" (I) 1-androstehedione ( [ 5a ]-androst-1-en~ 

3,17 "'dione); 

"(II) 4-androstenedione ( androst-4-en-

3, 17-dione); and 

"(III) 5~androstenedione ( androst-5-en-

3, 17-dione); 

"(v) bolasterone· (7a,17a-dimethyl-17~-

hydroxyandrost-4-'en-3 -'One); 

"(vi) boldenone (17~-hydroxyandrost-1,4,-diene"' 

3-one); 

"(vii) calusterone (7~,17cx-dimethyl-17~-

hydroxyandrost-4-en ~3-one); 

"(viii) clostebol ( 4-chloro-1 7~-hydroxyandrost-4-

en-3-one); 

'' (ix) dehydrochlormethyl testosterone (4-c_hloro-

1 7 ~-hydroxy-17a-methyl-androst-1,4-dien~3-one); 

"(x) 4-dihydrotestosterone (17~-hydroxy-

androstan-3-one); 

"(xi) drostanolone (17~-hydroxy-2a-methyl-5a-: 

androstan-3-one); 

"(xii) ethylestrenol (17a:.ethyl-17~-hydroxyestr-

4-ene); 
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1 "(xiii) f1uoxymesterone (9-f1uoro-17a-methyl-

2 11~,17~-dihydroAryandrost-4-en-3~one); 

3 "(xiv) formebolone (2-formyl-17a-methyl-

4 lla,17~-dihydroxyandrost-1,4-dien-3-one); 

5 "(Arv) furazabol (17a-methyl-i7~-

6 hydroxyandrostano[2,3-c]-furazan); 

7 "(Arvi) lSa~homo-17~-hydroxyestr-4-en-3-one 

8 (13~-ethyl-17~:.hydroxygon.:4:-en-3-one); 

9 "(xvii) 4-hydroxytestosterone ( 4,17~-dihydroxy-

10 androst-4-en-3-one ); 

11 "(xviii) 4-hydroxy-19-nortestosterone (4,l 7~-

12 dihydro}..ry-estr-4-en-3-one); 

13 "(xi,....:) mestanolone (17a~methyl-17~-hydroxy-

14 5a-androstan-3-one); 

15 "(xx) mesterolone (la-methyl~l 7~-hydroxy-

16 [5a]-androstan-3-one); 

"(xxi) methandienone (17a-methyl-17~-

hydroxyandrost-1,4~dien-3-one); 

17 

18 

19 "(xxii) methandriol . (17a:.methyl-3~,17~:. 

20 

21 

dihydroxyandrost-5-ene); 

''(xxiii) methenolone (1-methyl-17~-hydroxy-5a-

22 androst-1-en-3-one); 

23 "(xxiv), methyltestostcrone (17a-methyl-17~-

24 hydroxyandrost-4-en-3-one); 
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5 

1 "(xxv) mibolerone (7a,17a-dimethyl-17P-

2 hydroxyestr-4-en ~3-one); 

3 · "(xxvi) nandrolone (l 7P-hydroxyestr-4-en-3-

4 one); 

5. "(xxvii) norandrostenediol-

6 "(I)· 19-nor~4-androstenediol (3p, • 17P'" 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

dihydroxyestr..:4-ene); 

"(II) .· 19-nor-4-androstenediol (3a, 17P­

dihydroxyestr-4-ene); 

''(III) 19-nor-5-androstenediol (3p, 17P- · .. 

dihydrm .. 'Yestr-5-ene); ·and 

"(IV) 19-nor-5-androstenediol (3a, 17P­

dihydrozjrestr-5-ene);. 

"(xxviii) norandrostenedione-

" (I) 19-nor-4-.aiidrostenedione ( estr-4-en-

3, 17 -dione); and 

"(II) 19-nor-5-androstenedione ( estr-5-en-

3,1 7-dione; 

"(xxix) norbolethonc (18a-homo-17P~ · 

hydrm .. 'YPregna-4~en-3::.one); 

"(xxx:) norclostebol {4-chloro-17 P-hydroxyestr-4-

en-3-one); 

''(xxxi) norethandrolone. (17a'"ethyl-17P-

24 hydroxyestr-4-en-3-one); . 
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1 "(XA.,~i) oxandrolon'e_ (17a-methyl..:17~-hydroxy-

2 2:..oxa-[5a]-androstan-3-one); 

-3 

4 

5 

6 

"(xxxiii) Oh:'Jffiesterone (17a-methyl-4,17~-

dihydroxyandrost..:4-en-3-one); 

"(xxxiv) oxymetholone (17a-methyl'-2-

hydroxymethy1ene-17~-hydroxy-[5a]-androstan~3-

7 one); 

8 "(xxxv) stanozolol (17a-methyl-17~-hydroxy-

9 [ 5a ]-androst-2-eno [3 ,2-c ]-pyrazole); 

10 "(xxxvi) stenbolone (17~-hydroxy-2:-methyl-

11 [5a]-androst-1-en.,3-one); 

12 "(xxxvii) testolactone (13-hydroxy-3-oxo--13,17-

13 secoandrosta-l,4-dien-17:..oic acid Iactone); -

14 '' ( xxxviii) I-testosterone (17~-hydroxy-5a-' · 

. 15 androst-1-en-3-one); 

16 "(xxxix) testosterone (17~-hydroxyandrost-4-en-

17 3-one); 

18 "(xl) tetrahydrogeE;trinone (13~,17a-diethyl-

19 17~-hydroxygon-4,9,11-trien-3-one); 

20 "(xli) trenbolone (17~-hydroxyestr-4,9,11-trien-

21 3-one); and 

22 "(xlii) any salt, ester, or ether of a drug or sub-

23 stance described in this paragraph."; and 

24 (C) by adding at the end the following: 
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1 " ( C} N otwithsfanding subparagraph (A), the Attor-

2 ney General may not schedule Androstenedione as a con-

3 trolled substance in accordance with this Act untilthe At-I 

4 torney General receives a finding from the Commissioner 

5 of Food and Drugs relating to whether Androstenedione 

6 is lawfully marketed under the Federal Food, Drug, and 

7 Cosmetic Act (21 U.S.C. 321 et seq.)."; and 

8 (2) in paragraph (44), by inserting "anabolic 

9 steroids," after "marihuana,". 

10 (b) Aun-IORI'l'Y AND CRI'l'ERIA FOR CLASSIFICA-

11 TION.-Section 201(g) of the Controlled Substances Act 

12 (21 U.S.C. 811(g)) is amended-

13 (1) in paragraph (1), by striking "substance 

14 from a schedule . if such substance" and ·. inserting 

15 "drug which contains a \controlled substance from 

16 · the application of titles II and III of the Comprehen-

17 sive Drug Abuse Prevention and Control Act (21 

18 U.S.C. 802 et seq.) if such drug"; and 

19 (2) in paragraph (3), by adding at the end the 

20 following: 

21 "(C) Upon the recommendation of the Sec-

22 retary of Health and Human Services, a compound, 

23 mixture, or preparation which contains any anabolic 

24 steroid, which is intended for administration to a 

25 human being or an animal, and which, because of its 
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1 concentration, preparation, formulation or delivery 

2 system, does not present any significant potential for 

3 abuse.". 

4 (c) At~ABOLIC S'l'EROIDS CONTROI_J ACT.-Section --

5 1903 of the Anabolic Steroids Control Act of 1990 (Public 

6 Law 101-647) is amended--

7 (l)_ by striking subsection (a); and 

8 (2) by redesignating subsections (b) and (c) as 

9 subsections (a) and (b), respectively. 
''1 . 

10 SEC. 3. SENTENCING COMMISSION GUIDELINES. 

11 The United States Sentencing Commission shall-_ . 

12 (1) review the Federal sentencing guidelines 

13 with respect to offenses involving anabolic steroids; 

14 (2) consider amending .the Federal sentencing 

15 guidelines to provide for increased penalties with re-

16 spect to offenses involving anabolic steroids in a 

17 manner that reflects the seriousness of such offenses 

18 and the need to deter anabolic steroid use; and 

19 (3) take such other action that the Commission 

20 considers necessary to carry out this section. 

21 SEC. 4. PREVENTION AND EDUCATION PROGRAMS. 

22 (a) IN GENERAL.--The Secretary of Health and 

23 Human Services (referred to in this Act as the "Sec~ 

24 retary") shall award grants to public and nonprofit private 

25 entities to enable such entities to carry out science-based 
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l education programs in elementary and secondary schools 
' ' 

2 to,highlight the harmful effects of anabolic steroids. 

3 (b) EI,IGIBILITY.-

4 (1) APPLICATION,.-To be,' eligible for grants 

5 under subsection (a), an entity shall prepare and 

6 submit to the Secretary an application at such time, 

7 in such manner, and containing such information as 

8 the Secretary may require. 

9 (2) PimFERENCE.-· In awarding grants under 

10 subsection (a), the Secretary shall give preference to 

11 applicants that intend to use grant funds to carry 

· 12 out programs based on-

13 (A) the Athletes Training and Learning to 

14 Avoid Steroids, program;, 

15 , · (B) the Athletes Targeting Healthy Exer-

16 cise and Nutrition Alternatives program; and 

17 (C) other programs determined to be effec-

18 tive by the National Institute on Drug Abuse. 

19 ( c) USE OF FUNDS.-· Amounts received under a 

20 grant under subsection (a) shallbe used primarily for edu-

21 cation programs that will directly communicate with 

22 teachers, principals, coaches, as well as elementary and 

23 secondary school children concerning, the harmful effects 

.24 of anabolic steroids. 

•S.1780 IS 
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1 ( d) AUTHORIZATION OF APPROPRIATIONS.-There is 

2 authorized to be appropriated to carry out this section, 

3 $15,000,000 for each of fiscal years 2004 through 2009. 

4 SEC. 5. NATIONAL SURVEY ON DRUG USE AND HEALTH. 

5 (a) IN GENERAL.-The Secretary of Health and 

6 Human Services shall ensure that the National Sunrey on 

7 Drug Use and Health inclu,des questions . concerning the ... 

8 use of anabolic steroids. 

· 9 (b) AU'l'HORIZA'l'ION OF APPROPRIA'l'IONs.-· There is 

10 authorized to be appropriated to carry out this section, 

11 $1,000,000 for each of fiscal years 2004 through 2009. 

0 
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(Ol"i:..>111al 8i1-'11ah11·t• of ~1PmlJl•1·) 

1 OHTn CONG HESS 
2D SE88ION H. R. ·"3·s> ~& 

Jn~//- j I ~1 
IN 'l'IIE IIOOSI~ 01~~ H.I~PRESEN'l'A'l'IVES 

~Ir. SE:"\81.;;.;mm:\":-;EH (for. hi111s!'lf, ~Ir. ('o:"\YEHS, ~11·. S\\'EE:\"EY. ~Ir. 
OslHJH?\~;. a11cl ~Ir. B1·;IOJ.\:"\) i11tl'Odtwt•d tli<• following hill: "·hii·li ll'as r<•­

ft•rr!'cl to thl' ( 'timmittl'<' 011 ---~---------

A BILL 
To amcncl the Controlled ::;;111i8tante8 Ad. to proYidP int'.t·eaiied 

penaltie8 for anal>olit Hkroid offctl8l'8 neat· sports f;-wili­

ties, and foi· other p11 rposPs. 

l Be it e11oded hy the Senate mul Jfouse (4· Represeido-

2 t i1•es r?f' tlw United Stotes f!{ .• I JJl('ricrl in CoJJ.'}l'f'ss os:·w111fJled, 

3 SECTION 1. SHORT TITLE. 

4 . Tl1is ,\«t 111ny lw c·itl'd ns tlH· '',\m1holic· ~teroicl ( '011-

5 trnl .\«t i>f ~()()-!-". 

F:\V8\022404\022404.241 

February·24, 2004 (5:22 PM) 
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SEC. 2. INCREASED PENALTIES FOR ANABOLIC STEROID 

2 OFFENSES NEAR SPORTS FACILITIES. 

3 (a) I:\' OE:\'EHAJ,.-Part D of the Controlleu Sub-

4 stances Act is amended by auding· i1t the end the following: 

5 ,\'.'\ABOLIC STEHOID OFJ•'I~.:\'SES .:\'EAR SPOHTS FACILITIES 

6 "Se<'. 424. (ll) Whoever violates ~eetion 401 (a)(l) or 

7 sedion 41 f> by manufacturing, distributing, or possessing 

8 wid1 intent to distribute, an anabolic sterniu near or at 

9 a sports facility is sul~ject to twice the maximum tt;r·n1 of 

10 imprisonment, maximum fine, an<l maximum term of su-

11 pervised rcle<Jse otlwnvise proviucd by section 401 for that 

12 offense. 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 of 

".(b) As useu inthis scetion-. -

"(l) the term 'sports facility' 1n.eans n•al prop-

ert,v when· athleti(' sports or athldit~ training takes 

pla<'t', if s1it·h property is privat.el,v owned for· t·mn-

nH·rc·ia I purposes or if such _ pmperty is IHI bl id,v 

owned, 1>11{ does not indn<lt• an,v rl'al pmpel't,v de-

st·rihl'd iii Sl'<'tion -fl 9; 

"(2) the term 'near· or at' -nwans 1n or on, or· 

within 1000 fret of; <111d 

"(:~) tl1e term 'possessing with ir'itl'nt to. dis-

tribute' nH•a11s possessing with the intent to dis-

tril>11te r1e;11· or nt a sports fiwility." .. 

(I>) T.\BLE OF ( 
1 0:\'TE:\'T~ A.\IE:\'l>.\IEYr:-'l'h<' t<il>le 

F:IVS\0224041022404.241. 
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l and Contml A<'t, of 1 970 is amended by inserting after· 

2 th(~ item n·lating to sedion 42:~ tire following new itern: 

"-l~~- ln«r-Pas<'d P<'11altiPs for ,\nabolii, StPrnid Offenses '.\'l•m· Spo1ts F.wili­
tit•s.". 

3 SEC. 3. SENTENCING COMMISSION GUIDELINES. 

4 'l'lw lJnitt>d Stat~~s Scnterwing Commission shall-· 

5 ( 1) review tire · 11,cderal sentencing g11idclines 

6 with n·s1wet to <iffonses involving anabolic stel'Oids; 

7 (2) <·onsidt~r amending· the 11\•dcral sentencing 

8 g·uidelines to pnr\'ide for increased IK~nalties with re-

9 sp<~d to offenses involving anabolic steroids in a 

10 nrnnm•r that 1·et1cds the serio11s1wss of sm·h offoi1ses 

Jl ·. and tlw m·<>d to det<•r· arrnholic skmiduse; and 

12 (:n take s11l"i1 other a('.tion that the Connnission 

13 <«>nsid<•rs m·<·cssar·y to tar-ry out this se<·ti<>n. 

14 SEC. 4. AMENDMENTS TO THE CONTROLLED SUBSTANCES 

15 ACT. 

16 (a) DEFIXITJO\·s.-· 8c<~tion 102 .of the (;ontrolled 

17 811hstmwes A<-t CH rr .S.C. H02) is aniended-

18 

19 

( 1) in 1n11·agn1plr ( 41 )-

(A) by r·t•aligning the rnaq.?,·in so its to align 

20 with pa1"<1g·raph ( 40); and 

21 (B) h,v striking s1rl>pan1graph (A) and 111-

22 St'l"ti11g tile following·: 

23 "L\) Till' t!•1·111 ';11rnholi<· st<•1·oid' 11H.•a11s ;111y drug 01" 

F:\VB\0224041022404.241 

February 24, 2004 (5:22 PM) 
( 
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4 

1 lated t.o testosterone ( othe1· than estrogens, prog-esti ns, 

2 cortieostcroids, and d eh yd rnepia nd rostcrone), am! 

3 includes-

4 

5 

6 

7 

"(i) androstancdiol-. 

" (ii) 

"(I) :3~,l7~-dihyd1•oxy-5a~andmstane; and 

"(I I) :~a;l 7~-d i hyd rox,v-5a-a nd rnstane; 

and rostaned ione (5a-androstan-a, 17-

8 dio11e); 

9 "~iii) amlrosknediol-

10 

11 

12 

13 

14 

15 

16 

17 

18 . 

19 

20 

21 

22 

23 

24 

F:IVB\0224041022404.241 
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"(I) 1-androstenediol (:3~, 17~~dihydrox,v-

i>a-arnfrost.- 1-ene); 

. "(11) 1-androstenediol (:~a, 17~-dihydroxy- . 

i>CX-<l IHI l'OSt.-1-l'lll'); 

"(I II) 4-and rostt>m•diol ( :3~, 1 7~-diliyd rnx,v-

m1dl'Ost.--l-~l'lll'); and 

"(IV) :i-m1d1·ostl'11l'diol (:31>, 17~-dihydl'OX,Y-

a IH 1 rost-;i-em•); 

"(. )1 I 1· . I\' Hill rostl~Jll'( IO!ll'-

"(I) l-a11drnste11ediom· (! 5aj-amlrost-1-en-

:1, 17-dione); 

" (II) .i~a nd rosk11l'dio1w ( androst-4-l'll-

:3, 17-diorll'); and 

" ( II I ) i>-a 11 d rnstl'n ed io Ill' (and rnst -G-l' 11-

:-l.17-dirnw); 

····------·----------------
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10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 
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" (") holasterone (7a, 17a-dimethyl-17P-

I 1yd n >xya mli·ost-4-en-:~-<>nd; 

"(vi) bokk1ione ( 17P-liydroxyandrost-1,4,-diene-

:~-one); 

"(vii) «al11skrone 

hyd roxyami rost-4-en-:1-one); 

"(viii) elostebol (4-diloro-17P-hydrox);androst-4~ 

e11-:~-one); 

"(ix) dehydrochlorniethyltestosterone ( 4~chlorn-

11p-1iydrox.v-11a-nwth.vl-androst-1,4-dien-:3-one); 

"(x) 4-dihydrntest.<>skrone ( 17P-hydroxy-

and rnst a n~:~-Olll~); 

"(xi) drost.anolone ( 17P-li.vdrox,v-2a-methyl-5a-

and rnsta 1h:~-one ); 

"(xii) <·thylestit•nol ( 17a-l'tliyl-17P-li.vdr·oxyestr-

4-L'IH' ); 

"(xiii) t111oxyrm·stern11L' (!)-fluoro-17a-meth,vl-

11p,17P-diliydrox.varHlrost-4-L'll-a-one); 

"(xiv).· fom1eholo11e ·· (2-forn1yl-17a-nwt.hyl-

11a,1 7P-dil 1.v<1rox.n_111drnst~ 1,4-d ien-:1-one); 

furazabol ( 17a-niet.h5rJ~l 7p-

I 1.nl1·oxya nd rost a nol 2 ,:1-<· I ~fu rnza n); 

( 1 ::p-l'tliyl-17P-liydrnxygu11--J.-L•11->:-m1<' ); 
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"(),.'Vii) 4-hydrnxyteHtoHten>ne (4, 17P-dihydroxy-

2 androHt-4-en-:i-onc); 

3 "(xviii) 4-hydmxy-19-norteHtoHter·one ( 4,17P-

4 d ihydroxy-t~Htr-4-cn-a-one ); 

5 "(xix) nwHtanolorw ( 17o:-methyl-17P-hydi"oxy-

6 Go:-and roHta,n-:i-one); 

7 "(xx) nwHterolone ( 1 o:-rnethyl-17P~li,vdroxy-

8 I Go: l-<111<JrnHtan-:i-011e); 

9 ''(xxi) metlrn ml ienorw ( 170:-met1i.v1~ 1 /P-
IO hydrox,van<lro8t-1,4-dit•n-a-oiic); 

11 "(xxii) nwtlmndriol ( 170:-mcth.vl-ap, 17P-

12 d ii iyd 1·ox.va nd rnHt-:>-ene); 

13 "(xxiii) i1wthenolo11e ( l-11wthyl- l7P-h,vdroxy~5o:-

14 and rost-1-en-:3-otH'); 

15 "(xxiY) 11wtl1)·ltestoskrrnH· ( 170:-1ndhyl-17P-

I 6 lmlroxnn1droHt-4-L·n-:3-01w ); . . . . 

17 "(XX\') ll l i!Joll'J'OIH' (7o:.17o:-dirnetliYl-17P~ 

18 , l1)•droxyeHt1·-4-e11-:i-orw); 

19 

20 Ollt'); . 

21 "(xxYii) 11on111drnstl'lll'diol-

,22 

23 

24 

25 

F:IV810224041022404,241 
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''(I) 1 !l-11ot·-4-m1drostL'lll'diol (:ip. l7P­

d ii 1yd rox.wstl'-4-L'tll'); 
( 

"(II) 1 !l-11or-4-m1drostl'11ediol ( :io:. 17P-

di li)·d !'OX,\'( •st r-4-( 'Ill'); 
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"(Ill) 19-nor-5-andl'ostcm•diol (:~p, 17P-

dihyd1·oxyl•str-G-enc); and 

"(IV) rn~rwr~5~androstcncdiol (:~a, 11p­

d il1yd l'Oxyestr~G-ene); 

"(xxviii) 1iorandrostenedio11<'-. -

"(I) 19-nm·-4-andl'Osknediom• (est1·A..:cn-

:~, 17~dione); and 

" (I I) 1 9-nor-5-and l'OS~l'!led iorw (l~sti·-5-cn­

B, 1 7-d ione; 

"(xxix) norbol ct.I 1011c ( 18a-homo-17P- · 

hyd f1'0XYJH'l'grn·1-4-e11-:~-0lll'); 

"(xxx) 1101'<·lostd)()I ( 4-C'!ilorn- l7P-liydroxyestt·-4- , 

en-:~-Olll' ); 

"(xxxi) no rd Ii a ndrolone . c11a-et1i.vr-11p-

liyd r·ox.wstl'-4-er r-:~-or H ·); 

"(xxxii) <mn1drolo11e (17ff-nwtliyl-17P-llydroxy-. 

2-oxa-I ;)a 1-'a 1 HI rnsta 11-:~~011e); 

"(xxxiii) < >X,Yllll'Stl' I 'O 11 l' (J7a-11wthyl-4, 17P-

di I 1yd rnxya mil'< >st-4-<•11-:~-ot1<•); 

'' (xxxi\') ( 17a-nwtliyl-2-

I 1.vd roxynl<'t liyl<·1w-17P-l 1ydl'oxy-I ;)a 1-a nd rnsta 11-:~-

011e); 

''(xxx\') stanozolol J 17a-111t•tl1yl-17P-11ydroxy­

I :>aj-<111drnst-2-l't1oj:L2~<· )-pyn1zok ); 
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1 "(xxxvi) stcnbolone ( 17~-hydroxy-2-nwthyl~ 

2 I 5a l-amfrost-1 ~en<~-onc); 

3 "(xn·vii) testolactone (1:~-hydrox,v-:~-oxo~l:~,17-

4 secoa11drosta-1,4-dien~l 7-oit acid lacto11e); 

5 " ( X..'l:XVi ii) 1-tcstostel'orie ( 17~~hydroxy-5a-

6 androst-1-en-:~-onc); 

7 "(xxxix) testosttH·orie ( 17~-h,vdroxyandrnstA-en-

8 :~-011e); 

9 

IO 

11 

12 

13 

14 

15 

16 

17 

"(xi) tctrahydrogestr;i11one ( 1:~~'17a-didhyl-

17~-hydroxygon-4, 9, 11-tricn-:~-onc); 

"(xii) trcnholonc ( 17~~hydroxyestr-4,!l, 11-trien-

:~-one); and 

"(xlilY)ny salt, l'skr, or ether of a drug or· s11b-
/ 

.'<'rilJl•d in this pm«q.!,Taph."; and 

(2) in p;11·agn1ph ( 44 ), hy inserti11µ: "arwholi<' 

sternids," after· "111arilii1mw.". 

(b) Al"J'IIOHITY A.:\I> f'HITl~HIX FOH CL,\SSWH'.\-

18 TI0.:\.-8l•etio11 201 (µ:) of till' Contrnlled S11hstan<·l·s- i\<·t 

19 (21 U.S.C. 811(µ:)) is anwncil'd-

20 ( 1) in paragraph ( 1 ), h~· :-.triking "substarH·e 

21 

22 

23 ti l!' <l pp] i1·<lt io11 oft it le:-; II n ml 111 of t lit' ( '0111 prehe11-

24 siw D1·11g· ;\h11:-.e J>n·n·11tio11 ;11HI ( '011trn.l .\e( (~ 1 

25 -ll .S.< '. KO~ <'t s1·q.) ifs1wl1 d1·11µ:": ;111d 
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1 (2) in paraµ;raph (:3), h,v adding at the end the 

2 following: 

3 "(C) lTpon the 1·ecom111endation of the Sec-

4 retar:v of llealtl1 and ll11nrnn Servites, <1 <'ompound, 

5 

6 

7 

8 

9 

10 
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mixture, or preparation which <·ontains any arrnbolic 

stcrnid, which is intended for administr·ation to a 

human being or an animal, and whi<·h, be<·<mse of its 

concentration, preparation, fol'llmlation or deliYcry 

system, docs not present any siµ;nifieant potential for 

abuse.". 

/ 
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bject: 
cation: 

Start: 
End: 

Recurrence: 

Andra 
472 

Tue 3/2/2004 4:00 PM 
,Tue 3/2/2004 5:00 PM 

(none) 

There will be a meeting re: the FDA proposed ban on Androstenedione (Andra) on Tuesday, March 2 at 4:00 pm in EEOB 
Room472. The purpose of this meeting is to hear from HHS about their proposed actions. Please respond to this e-mail 
to confirm your attendance. Also, if you need to be cleared into the building, please include your clearance information 
(DOB, SSN) with your response. 

Participants include: 

Paula Stannard, HHS 
Ladd Wiley, HHS 
Mark McClellan, FDA (Will be about 20 minutes late) 
Amit Sachdev, FDA 
Chris Marston, Office of COS 
Diana Schacht, DPC 
Jonathan Burks, Office of COS 
Eric Pelleti'er, LEG 
Amy Jensen, LEG 
Ginger Loper, LEG 
Alan Gilbert, DPC 

_ .Philo Hall,.DPC 

-

n Capretta, OMB 
. rry Jackson, Office of Senior Advisor 

zy DeFrancis, COMM 
Ted Ullyot, Counsel's 
Jennifer Newstead, Counsel's 
Rex Cowdry (for Doug Badger), NEC 
Kelly Spearman, Cab. Aff. 
Abel Guerra, OPL 
Chris Donesa, DEA 
Paul Noe, OIRA 
Fumie Yokota, OIRA 

Not attending: 
Kristin Silverberg, DPC 

• 
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Gilbert, Alan 

From: Besanceney, Brian R. 

Sent: Sunday, February 29, 2004 2:08 PM 

To: Gilbert, Alan; Marston, Christopher M.; Guerra, Abel 

Subject: Steroids/Pro-Sports League meeting 

Wondering if you guys have any insight into what we should be saying in response to the press inquiry below. 
---~-Original' Message-----
From: Besa'nceney, Brian R. 
Sent: Sunday, February 29, 2004 12:39 PM 
To: Bartlett, Daniel J.; McClellan, Scott; Silverberg, Kristen 
Subject: non-Haiti press inquiry today 

AP is looking for comment on this story - specifically the status of discussions toward a White House meeting on 
steroids. , , 

, Any suggestions? 

MLB Players' Union Balks At Steroids Summit (WPost) 
Bush Administration's Proposed Meeting Would Include Representatives From All Four Major Sports 
and USQC .. 

• 

By Steve Fainaru and Mike Allen · · . '. · .. . 
The Washington Post, February 29, 2004 
A White House effort to organize a summit of the major sports leagues to examine the use of steroids by 
athletes has run into resistance from the Major League Baseball Players Association, one of several 
defensive positions the union has staked out recently on performance-enhancing drugs. 
Commissioners from the NFL, NBA, NHL and Major League Baseball, along with representatives from 
the United States Olympic Committee; have tentatively agreed to attend the meeting, officials from 
those organizations said. Bush administration officials described the proposed summit as an attemptby 
the president to hold direct discussions with the sports and their athletes and raise awareness of the 
lSSUe. 

However, the administration's efforts to arrange the summit have been complicated by the Major League 
Baseball Players Association (MLBP A), which has told the administration that baseball's steroids policy. 
is a matter of collective bargaining and not the responsibility of the federal government, according to 
administration officials. · 
Bush's.interest in the steroids issue arose, as aides tell it, from his personal interest in sports and his 
continuing ties, as a former owner of the Texas Rangers, to coaches, players and owners. The topic was 
quickly embraced by White House officials, who see steroids as another avenue for the president to 
promote a discussion of values in an election year. 
The resistance from the baseball players' union to a steroids event was apparently a byproduct of what a 
senior administration official called the "acrimonious relationship between the players' union and . 
management" .on performance-enhancing drugs. "That's why you're seeing this disagreement," said the 
official, who refused to be .identified by name because of the sensitivity of the negotiations. "There are 
issues in baseball thatyou're not seeing in the other sports." 
The basebalLunion's stance could dissuade other organizations from participating. The NFL Players 

•
Association has signaled that it will not attend unless other sports, particularly Major League Baseball, 
also agree. Gene Upshaw, the NFLPA's executive director, said: "None of us wants to be used in a 
political way. What we want is to talk about what we've done in our sport and why we're proud of it. 

3/2/2004 
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We're not going alone." 
Gene Orza, who oversees drug matters for the MLBPA, suggested in an e-mail that the union is open to 

···discussions but left it unclear whether it would be willing to attend a summit. "I cannot imagine the 
· circumstances which would generate the rumor that we are telling a presidentof the United States that, if 

he wants to talk to us, we are unwilling to do so," Orza said. "It is true we are steadfast in our 
commitment to both the collective bargaining process generally, and the principle that people are 
innocent until others who are duly charged with attempting to do so prove them guilty." 
The White House initially told the leagues that the summit would take place Feb. 23 or Feb. 24, 
accordingto Joe Browne, the NFL's executive vice president Browne and others in contact with the 
White House said they had since been told that the White House is making preparations for late March. 
The NFL and the NFLP A are particularly sensitive about being isolated on the issue. League and union 
officials said they believe the NFL was unfairly singled out by President Bush's surprising reference to 
steroids in his Jan. 20 State of the Union address. Cameras focused on New England Patriots 
quarterback Tom Brady as the president said "the use of performance-enhancing drugs like steroids in 
baseball, football and other sports is dangerous and sends the wrong message." He urged owners, union 
representatives, coaches and players to "get rid of steroids now." Administration officials said Brady 

· was invited because of his mentoring efforts and were dismayed that the television cameras came to him 
during Bush's steroids .passage. 
Steroids help athletes build muscle mass and speed recovery, and numerous studies have shown that 
they may also contribute to a number of disorders. 
On the afternoon of the speech, National Security Adviser Condoleezza Rice placed a heads-up call to 
NFL Commissioner Paul Tagliabue, with whom she has a personal relationship, as well as Olympic and 
NCAA officials. White House Chiefof Staff Andrew H. Card Jr. notified NBA Commissioner David 
Stem and MLB Commissioner Bud Selig. Representatives of the NHL also were informed, the league 
said. · _ 

• 

The NFL has the most aggressive drug policy of the four major professional sports leagues. League 
officials said they believed the NFL sent Brady to be held up as a role model and were surprised when · 
he became linked to the steroid passage. Administration officials later said that the president was rhost 
concerned about Major League Baseball, whose drug policy has been widely criticized. That policy, 
which took effect last season, was significantly weakened during collective bargaining, and Orza has 
said the final agreement was essentially designed by the players' union. 
The absence of the MLBP A from a White House summit would undoubtedly affect preparations. 
Baseball has come under intensifying scrutiny since a federal grand jury in San Francisco indicted four 
men -- including the persona] weight trainer for San Francisco Giants left fielder Barry Bonds -- on Feb. 
12 for allegedly distriblJting steroids to elite athletes. The indictments were announced in Washington by­
Attomey General John D. Ashcroft, a reflection of the administration's efforts to embrace the issue. 
John P. Walters, director of the White House Office of National Drug Control Policy, said in an 
interview that Major League Baseball needs more rigorous drug testing "to protect people from the 
consequences of steroids and the sport as a whole from the consequences of being increasingly viewed 
as corrupt." . . . 
The MLBP A has consistently said it views drug testing as a violation of players' privacy rights. "The 
debate is not about the end, which is the elimination of steroids. Everyone is committed to that,". Orza 
wrote in his e-mail. "It is about what are appropriate means for achieving that end." The proposed 

.· summit is the latest issue on which the baseball players' union has resisted taking action on 
performance-enhancing drugs. Those positions have placed the union in conflict not only with the Bush 
administration but also with members of Congress, the NFLPA and even, in some instances, its own 
members. 
The union, for example, has ignored appeals by the baseball commissioner's office .to add the dietary 

•

-- . supplement ephedra to baseball's banned-substances list, according to sources familiar with the 
discussions. Baseball's request followed the Food and Drug Administration's Dec. 30 announcement that 

. it intended to remove ephedra from the market. . · 

3/2/2004 
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An ephedra-based supplement, Xenadrine RFA-'l, played a "significant factor" in the death last spring of 

• 

Steve Bechler, a 23-year-old Baltimore Orioles pitcher, a coroner concluded .. 
The late pitcher's father, Ernie B.echler, said in an. int~rview tha~ he was baffled .by th~ union's reluctance 
to ban the drug. "My goodness, 1t took my son's life, Just as plam as day," he said. "I Just don't . 
understand it. I cannot understand it. Aren't their players valuable to them? Don't you think they would 
want to protect their players? That's their bread and butter, man." 
Orza wrote that baseball will ban ephedra when the government officially defines it a controlled 
substance. The union, he said, has urged players not to use dietary supplements that contain it. . 
The union has also declined to support a Senate bill that would define steroid precursors as Schedule III 
controlled substances, like steroids, meaning they would.be illegal to use without a prescription. The bill 
includes a prohibition onandrostenedione, or andro, a dietary supplementthatmetabolizes into the 

. steroid testosterone once inside the body. Retired St. Louis Cardinals slugger Mark McGwire has 
admitted that he used andro while chasing Roger Maris's single-season home run record in 1998. 
The bill, which is sponsored by Sen. Orrin Hatch (R.,.Utah) and Sen. Joseph Biden (D-Del.), among 
others, is endorsed by the NBA, NFL, Major League Baseball, the National High School Athletic 
Coaches Association, the American Medical Association and the American Academy of Family 
Physicians. Orza wrote that the union had "no objections" to the bill's passage. A Democratic aide 
familiar with the legislation said the union has told sponsors that the players would neither oppose nor 
supportthe bill. . . 
"What's telling is that Major League Baseball itself, the NFL and the NBA are sort of falling all over 
themselves to move the bill forward," said the staffer, who spoke on condition of anonymity because the 
aide was not authorized to speak on policy matters. "And there's been a resounding silencefrom the 
players association." Aides to Hatch and Biden met this weekwith representatives of the Justice 
Department and the Drug Enforcement Administration to discuss the legislation with the expectation 
that President Bush would soon endorse it 
The Bush administration has sought to push steroids onto the national agenda since the State of the 
Union. Administration officials said the decision to place the steroid passage in the speech came from ~ 
pre~ident himself -- "straight from the Oval" as one aide put it. 
White House communications director Dan Bartlett said Bush became focused on the issue after a 
conversation at a White House Christmas party with a women's college track coach "wlio raised this 
issue with him and said how much she was concerned about women taking steroids in college athletics, 
and obviously in those who were performing professionally in track." · 
Walters said he and the president first discussed the issue about a week later, at a Dec. 19 meeting in t.he 
Oval Office. 
Speaking out on steroids is "a bully-pulpit issue -- using the power of the presidency to bring attention to 
an issue that was not the most pressing in the consciousness of a lot of Americans," Bartlett said. "But a 
lot of athletes and a lot of family members -- particularly those parents out there who have teens in high 
school programs and junior high programs are struggling with this issue." · 
The steroids passage led to criticism that the White House was seeking to exploit a relatively frivolous 
issue and to divert attention from weightier matters such as the economy and Iraq. A House Republican 
leadership aide, who refused. to be identified by name because he did not want to be seen as criticizing 
the White House, said the steroids passage became known to some on Capitol Hill as "the crazy two 
sentences." 
A Republican adviser close to the White House said the administration also was looking for "a cluster of 
issues" that resonate with conservatives but also appeal to broader constituencies that could tilt the 
November election, such as suburban women. 
"Steroids meets that test," said the adviser, who refused to be quoted by name because the White House 
did not want the initiative to be viewed as political. "This is the kind of thing that gets folks in swing 

•

states nodding their heads -- that New York and D.C. and California scoff at, but that middle America 
understands and responds to .... This is going to have more longevity than the rhetoric around the moon 
and Mars." 
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However, administration officials said the president has embraced an issue that touches upon the 

• 

integrity of American institutions and other agencies havetaken their cues. A Justice Department 
official desc~ibed the deci~ion to have A~hcrof: a~nounce the indictme.nts in the ~te~oid cons~iracy case 
as "a no-bramer. The president had mentioned 1t m the State of the Umon, and this 1s somethmg that 
Americans deeply care about. It deserves a national stage, and it got it." 

• 

• 
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(;/ DEPARTMENT OF HEALTH o.. HUMAN SERVICES 

The Honorable Orrin G. Hatch 
United States Senate 
Washington, D .C. 20510-4402 

Dear Senator Hatch: 

. JUN 2 0 2002 

Public Health Service-

Food and Drug Administralioo 
Rockville MD 20857 

Thank you for your letters of October JI, 2001, and February 8, 2002, a_ddressed to 
Dr. Bernard Schwetz, then Acting Commissioner of Food and Drugs, regarding the marketing 
of products as dietary supplements that contain the steroid hormone androstenedione. _ You 
asked the Food and Drug Administration (FDA or the Agency) to inform you as to whether 
androstenedione may be lawfully marketed as a dietary supplement. We regret the delay of 
this response. 

Jn your letters, you expressed concerns about the marketing of dietary supplements containing 
androstenedione because of allegations that they may be potentially harmful to consumers. 
You asked the Agency to provide you with an explanation of the legal status of such products 
under the Federal Food, Drug, and Cosmetic (FD&C) Act, as amended by the Dietary 
Supplement Health and Education Act of 1994 (DSHEA). 

We appreciate your concerns about this matter and, moreover, regret that_ we have not been 
able to respond to you within the time period you requested. However, in order to provide 
you with an accurate and informed answer to your questions about the legal status of 
androstenedione-containing products, a numberof novel and complex legal and scientific 
issues need to be considered. J want to assure you that, in response to your request, we are 
diligently pursuing an evaluation of the legal and scientific.issues that bear on 
androstenedione's sta!Us under the Act and intend to provide answers to your questions as 
soon as our evah1ation is complete. 

Thank you again for contacting us concerning this matter. A similar response has been sent 
to Senator ~arkin. Please contact us if you have further questions concerning this matter. 

(;;_•i---··~_-_i __ ~·ix · . 7 u 
_ · _ ii iamK.· ubbard 
A/ Senior Associate Commissioner · 
~ for Policy, Planning, and Leg.slation 

·----------- -------
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~".1 :Ser..ator- ~r-in Hatch 

Dr. Bc.mard Schwetz 
Acting Commissioner 
of Food and Drugs 

Rockville, Maryland 20852 

Dear Dr. Schwetz: 

FAX l'«J. :20.o1 229 1179 

tinitfd ~tarrs ~matr 
WASHINOToN, DC 20510 

February 8, 2002 

We were vezy disappo'inted to be ad\ljscd Coday by )'Our legislative and lcgill itafTthat you 
had not received our October 11. 2001, Jelter with respect to whether B1Jdrostenedionc may be 
lnwfully marketed as a dietary supplement under the Federal Food, Drug and CcisJbetic Act. This 
is somewhat disturbing. since the letter was not only tclcfned to your office. but mailed to ycu, 
with separate CQpje3 to Mr. Leavirt and Secretary Thompson. We had asked to have a reply by 
October 23, and wished to have }'btir decision prior to commencement of the winter Ol}'nlpic Games. · 

As )'Ou may be :twarc, there have been nunterous credibJc reports that young nthletcs are 
taking this product with possible long-term, dor:rimentill health effects. Our interest in the well­
being of these athletes comes in the contcAt of our grov.ring concern that the agency is not 
dc:vocing adequ.:sta rc5ources to enfot1:emcnf ofthe Dietary Supplement Hcahh and Education Act· (DSHEA.) of 1994. 

As this matter is of personal conccm lo us, we would appreciate your immediate reply as 
to whether androstenedionc may be marlceted lawfl.IJ1y as A dietary supplement. We ha\'c: 
attached •mother copy of our letter. 

Tom Harkin 
United States Seri11for 

. . 

~-Orrin G. Hatch 
United Srates Senator-
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Dr. Bcmmd P. S~etz. 
. Acting Commissioner 

of Food imd Drugs 
S600 Fishen Lane 
Roch-illc. Maryland 20852 

Dear Dr. Sclrwetz: 

FAX NO. : 202 229 1178 ..... b. 08 2002 06: 39PM P3 

<finittn ~ttltts ~rnett 
WASHINGTON. 00 2C610 

October 11 ~ 2001 

There have been INXD.er0~ pias ¥CCUElts imp1i~ the ~and alleging almses of 
the ptoduct andITlst=cdione. mabtc:d ,aa a dict.uy supplement. Alm06"t invariably. tbac n&WJ 

reports portny a r.mgc of advenc health consequences suffered by suseepti'blo )'O'lm8 ithlotes and 
st.ate that the Focd. and Drug AdmiJ:llSU'ation's '"hmd.s are tied .. beeau.se dietay supplemmts are 
·~gulated ... 

.... vim.le we vigarously eoatest the false allegation that d:i.eQJy mpplcmc:nt products are 
unreglllatcd. we arc cxt:unely eo"omed about the potc:nrially hia::rzUUl dects af imdrostenedione 
and its use, partic:ular.ty by you:o.g peep le. Aa )'DU know, if a prWw:t is !.lD.tafe, be ir a dietaey 
supplcmcat or other food. a dru& ~ medical dmc.c, the FDA poaacsse.11 a broad. range of 
authorities to take ~ Clllforcc:mciit actiona to s~ the public health. It i1 our strong 
contention thst. with nspect to dict.BIY supplemec.b, this authority was cz:iJumc;ed- not 
dim.Wished- by passage af the Dietary Suppl~t Health IUld Education Act (DSHEA)~ the 
law we authored with thc:n-:R~talive Bill Richardson and which passed the Coogress 
unanimously in 1994. 

A.3 a _threshold Dllllttt; it is impoNnt to a.scenailrtlao ~cry SfatUS of androstenediane. 
:ni~fore, we reqlle5t rhat )'OU :provido a simple response 1D the following two qucstiOD1J: . 

1) Ia aodJ-oSte:aeeliOllC a pn:>duc:t t'.bat may be lawfully marketed u a dietary supplement 
under the Ngrandfathcs'' p:rovi.sicm ofDS~ (s~tion 413(c) of the Federal Food. Drug and 
Cosmetic: Ac~)? 

------~----······ -· .. 
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;r"'-"'1 ·::>c:nator Urrln Hatch 
FAX NO. : 202 228 1178 

1='.W. 08 .2002 06: 4~ P4 

2) If the ~ to qac,.tiou 1zDmbcr one is '"!lo, .. has &be ~received a new dietaey­
ingri:dii:m petition with reospect to imdrostcncdfO!le aad ai;icd upon that submission IU2der ~ectiDJl 4l3(b) oftbe PI>C Act? . 

. . W c WOU!d cppreciate receiving ;your n=spome no later than October 23, ~COL Thank )'cu 
very IWch ft1r your prompt and porsonaJ ~ttention to tbis matter. 

·~ '1 _, 
~/~~ . •. . . 

. . :· · .. . -~~ Secretary 'I'bozupSO'?l 
Joe Leavitt 

.• 

C.<4~~· ~ . 

Carin G. Ha!Qa. 
· United Statee SQWor 



THE ANABOLIC STEROID CONTROL ACT OF 2003 -
SECTION-BY-SECTION ANALYSIS 

Section 1 - Short Title 

Establishes the short title of the bill as the Anabolic Steroid Control Act of 2003; 

Section 2 - Amendments to the Controlled Substances Act 

Under current law, the term "anabolic steroid" is defined at 21 U.S.C. 802 as "any 
drug or hormonal substance, chemically and pharmacologically related to testosterone 
(other than estrogens, progestins, and corticosteroids) that produces muscle growth."·This 
section amends that definition by removing the requirement that a substance be proven to 
promote muscle growth. This would make it easier to add steroid precursors such as 
androstenedione and other similar substances - many of which have been developed since 
the Steroid Control Act of 1990 passed in order to evade the law - to be added to the list 
of Schedule III anabolic steroids. 

The provision also makes technical corrections to the current list of anabolic 
steroids, adds a number of known steroid precursors to the anabolic steroid list and·. 
exempts dehydroepiandrosterone (DHEA). 

Finally, this section modifies the definition of "felony drug offense" in 21. U.S.C. 
802 to apply to offenses involving anabolic steroids. 

Section J - Sentencing Commission Guidelines 

Directs the U.S. Sentencing Commission to review the Federal sentencing . 
guidelines for crimes involving a~abolic steroids and consider increasing them. Currently, 
the maximum Sentence for offenses involving between 40,000 and 60,000 units of 
anabolic steroids' (a unit is defined as a 10 cc vial or 50 tablets) is a level 20 (which 
trans lat.es to 33 - 41 months for first time offenders). 

Section 4 - Prevention and Education Programs 

Authorizes $15 million for the Secretary of. Health and Human Services to award 
. grants to public and non-profit entities to carry outscience-based education programs in 
elementary and secondary schools to highlight the harmful effects of steroids and steroid 
precursors. Preference will be given to programs based ori the Athletes Training and 
Learning to A void Steroids program (ATLAS), the Athletes Targeting Healthy Exercise 
and Nutrition Alternatives (ATHENA) program, and other programs which the National 
Institute on Drug Abuse has determined to be effective. ATLAS, which is aimed at male 

/ 



student athletes, has been named as one of the Department of Education's Exemplary. 
Programs and is one of the Substance Abuse and Mental Health Services 
Administration's ModelPrograms .. ATHENA is ATLAS's companion program designed 
for female athletes. 

Section 5 - National Survey on Drug Use and Health 

Directs the .Secretary of Health and Human Services to include questions about the 
use of steroids and steroid precursors in the National Survey on Drug Use and Health, an 
annual survey to measure the extent of alcol10l, drug and tobacco use in the United States. 
The. bill authorizes $1 million for this purpose. 

·····-----·-··--- ... --··-----·------



Statement of 
Senator Orrin G. Hatch 

United States Senate 
before the 

Senate Committee on Commerce 
"Regulation of Dietary Supplements" 

October 28, 2003 

Mr. Chairman and Members of the Committee: 

I appreciate the opportunity to testify before you today and to discuss a topic very near and 

dear to my heart: the regulation of dietary supplements. 

There is no question that tens of millions of Americans rely daily on safe dietary 

supplements to maintain and improve their healthy lifestyles. The popularity of these products and 

the concern over their regulation are what led to enactment of the Dietary Supplement Health and 

Education Act (DSHEA) in I 994, a bill that Senator Harkin and I were proud to author with now~ 

Governor of New Mexico Bill Richardson. 

The message I wish to leave with you is simple: DSHEA is a strong law that properly 

implemented will protect the interests of consumers. But; as with any law, it has to be' implemented 

for it to .work. 

Enactment ofDSHEA followed literally decades of Food and Drug Administration 

animosity toward dietary supplement products. This animosity and the lack of a clear regulatory 

structure for supplements were clearly demonstrated prior to passage of DSHEA. 

, That is why two-thirds. of the Senate cosponsored our bill. 

. That is why a majority of the House cosponsored the bill. 

And that is why it passed so overwhelmingly. 

The basic structure of DSHEA allowed all products marketed as dietary supplements when 

the bill was enacted to stay on the market unle~s the FDA could show safety problems with a 

particula~ product or line of products - this is the so-called "grandfather" proyision; manufacturers 

must notify the FDA before any new ingredients are marketed. At the same time, we provided the 

FDA with the full range of.enforcement mechanisms to act against unsafe or misbranded 

supplements; including seizure, injunction, civil monetary penalties and even criminal penalties. 

And, when Chairman Dingell and Chairman Waxman expressed lingering concerns that an 

unsafe product might be marketed and FDA would not have adequate authority to act against it, we 
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added a new tool - imminent hazard - so that th~ Secretary could take immediate action against a 

product that he believed poses an imminent hazard to public health. I might add, the definition as to 

what constitutes an "imminent hazard" is entirely up to the Department of Health and Human 

Services, so this is a very broad authority. 

Even so, there are some who believe that dietary supplements should not be marketed in the 

United States without a preclearance similar to that for pharmaceuticals. We who drafted and 

passed OSHEA along with millions of Americans were persuaded that was notnecessary. 

First, most supplements cannot be patented, so there is little incentive for manufacturers to 

undergo the expensive and time-ccmsuming FDA approval process: 

Second, many, many supplements have been used safely for literally centuries, if not 

millennia, so it is not necessary to subject them to the approval process. That was why even the 

most liberal members felt comfortable with the grandfather structure. 

Finally, we added a provision so that FDA would have the time to examine any ingredient 

not previously marketed and the evidence of its safety before that product actually reached the 

stores. 

When we drafted DSHEA, ensuring the safety of products was at .the forefront of our efforts. 

The law gives the FDA abundant tools to remove products that are unsafe from the market. It 

includes a safety standard that was carefully crafted with Senator Kennedy and Representatives 

Dingell and Waxman, the chairs of FDA-related panels in 1994. 

There is no excuse for a supplement manufacturer.to market products that.are unsafe or 

inaccurately labeled or that make outlandish Claims. Unfortunately, a small number of irresponsible 

supplement companies are taking advantage of consumers. 

Icontend that the law is adequate to deal'with them if FDA implements and enforces it. 

Yet, in the nine-plus years since OSHEA was enacted, there has been too much talk that the 

law handcuffs FDA and too little effort to apply the law. 

It is impossible for this law to protect consumers if it is not enforced. 

I have been pleased at the FTC's actions to challenge companies with inaccurate or 

deceptive advertising. 

The FDA's record has not been as strong. 

I am not here to criticize the FDA or throw barbs. Frankly, the FDAuncler ColJ1tnissioner 

Mark McClellan has done more to enforce OSHEA than the previous administration had. I credit 
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Commissioner McClellan for his commitment to implement the law fully.· I truly believe he wants 

to make this law work. ·Congress must support him. 

That is why I have joined with Senator Harkin to introduce the DSHEA Full Implementation 

and Enforcement Act of2003 (S. 1538). 

Yes, there is a small number of products that do raise serious concerns. 

Ephedra is one. As I have done for many years, I urge the FDA to act definitively on this 

issue based on the best available science, not politics. If the agency deems that ephedra poses a 

significant or unreasonable risk of illness or injury when used as labeled, than the agency can - and 

must - move to take the product off the market. This has gone on for too long. 

Frankly, resources are a large issue here. The FDA simply does not have the staff or money 

it needs to do the job. 

· While FDA is constrained by the President's budget in.not seeking new funding for 

OSHEA, I predict that members of the Committee who inquire of the FDA witness may receive 

·support for my contention that the agency is woefully underfunded, especially in this area. . -

. That is the only reason I can see that the safety standard we enacted has never been invoked. 

That has to be the reason that it has take.n almost a decade .to promulgate the good 

manufacturing practice standards that can help guarantee the safety, the purity, and the accurate 

labeling of products. 

And that must be the reason that a product like androstenedione, which I believe is not even 

a dietary supplement, continues to be marketed in this country. 

lhave been very concerned about the safety of steroid precursor products like andro -- and 

especially when they fall into the hands of our youth. 

That is why I have joined with Senator Biden, Senator Harkin and Senator Grassley to 

cosponsor the Anabolic Steroid Control Act (S. 1780) t.h~t will add andro and other steroid 

precursors, as well as THG, to the list of controlled substances. ·I intend for the Judiciary 

Committee to make adoption of S. 1780 a priority arid I hope my colleagues will join me in 

supporting both S. 1780 and S, 1538. 

Mr. Chainnan, you have been very generous with your time, so I will close here. The 

thought I wish to leave with my colleagues is that we have a solid law which can deal with the 

problems witnesses will discuss today. But the FDA must use that law for it to be effective, and 

Congress must support the agency in that effort. 
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Organizations Endorsing S. 1780. The Anabolic Steroid Controi Act 

• American Academy of Family Physicians 
• American Academy of Pediatrics 
• American College of Obstetricians and Gynecologists 
• American College for Sports Medicine 
• .American Council on Exercise 
• American Medical Association 
• Association of Tennis Professionals 
• Blue Cross Blue Shield Association 
• Boys and Girls Clubs 
• Community Anti-Drug Coalitions of America 
• Consumer Healthcare Products Association 
• Council for Responsible Nutrition 
• The Endocrine Society 
• The Hormone Foundation 
• Little League 
• Major League Baseball 
• National Athletic Trainers Association 
• National Basketball Association 
• The National Center on Addiction and Substance Abuse at 

Columbia University 
• National Collegiate Athletic Association . 
• National Federation of State High Schools Association 
• National Football League 
• National High School Athletic Coaches Association 
• · National Junior College Athletic Association 
• National Nutritional Foods Association · 
• Pharmacists Planning Services, Inc. 
• United States Anti-Doping Agency 
• U.S. Olympic Committee 
• U.S. Biathlon Association 
• U.S. Soccer Federation 
• USA Cycling· 
• USA Luge 

· • USA Swimming 
• USA Track and Field 
• Utah Natural Products Alliance 
• Women's National Basketball Association 
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· DEA/DOJ Actions: 

Baseball has come under intensifying scrutiny since a federal grand jury in San 
Francisco indicted four men -- including the personal weight trainer for San 
Francisco Giants left fielder Barry Bonds -- on Feb. 12 for·allegedly distributing 
steroids to elite athletes. The indictments were announced in Washington by 
·Attorney General John D. Ashcroft, a reflection of the administration's efforts to 
embrace the issue. 
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