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

From: McClellan, Mark, M.D. [MMcClellan@OC.FDA.GOV]
Sent: 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

Is there any redeeming guality 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 <MMITALGOC.FDA.GOV>
Sent: Tue Mar 02 11:57:12 2004

Subject: Briefing Materials for White House--Sending Again

Sorry, I will try this again.

Nancy Foster Yanish
Office of Legislation
(301) 827-5708 phone
(301) 827-1960 fax
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To ‘amend the Controlled Substances Act ‘to clarlfy the definition of anabolic¢
steroids ‘and to" provide for research and' education” actmtles relatnw
“to steroids and_steroid precur SOrs. '

IN THE SENATE OF THE UNITED STATES
‘ . OCIOBLR 23, 2003 .

Mr. BIDEN (for himself, Mr. HATCH Mr. GRASSLEY, and Mr. HARKIN) intro-
duced the following bill; VVthh was Iead twice and Ieferred to the Com-'
mittee on the JudlClaIy '

A BILL

To amend the Controlled Substanees Act to clarlfy the def1n1- 7
" tion of anabolic steroids and to pr0v1de for researeh
~and education act1v1t1es relatm@ to ster01ds and ster01d o
Precursors. ' ' '

R G Be it enacted by the Senate and House of Repfesehtd-
twes of the Umted States of Amemca n Congress assembled
SECTION 1 SHORT TITLE. _ | .
This Act may be elted as the “Anabohe Stemld Con- .-
tMMﬁmw‘

u]-hudl_\)‘
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I SEC. 2. AMENDMENTS TO THE CONTROLLED SUBSTANCES
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_ 5OL androst 1- ene) :

ACT.

>(a) DEFI\IITIONS —Seetlon 102 of the Controlled- o
Substances Act (21 U.S.C. 802) is amended—

‘('1) n paragraph (41)—

(A) by reahgnlncr the marg'ln so as to align

Wlth paragraph (40)

(B) by strlklng subparaoraph (A)} and in-

serting the follovmng

“(A) The term anabohe steroid’ means any druo or ,’ o
horrnonal substance, ,ehenneally and pharmaeologleally re- -
‘lated to testosterone (other than estrOO"ens pr00"est1ns

eorticosteroids, and dehydroeplandrosterone) and in-

“(1) androstanedlol— - » _
3B 17[3 d1hydroxy-50t androstane and i
“(1n oc 17[3 d1hydr0xy-5(x androstane |

“‘(il), androstanedlone ‘ (50L-androstan-3,17- !

“dione);

(111) androstenedlol—V

:“(I)' 1- androstenedlol 3B 17[3 d1hydroxy- -

, 506 androst 1 ene)

(H) 1- androstened101 3,()‘71»7'B‘dihydr0xy; f

A

(IH) 4—androstened101 3B 17p- dlhydroxy- :

. ‘androst 4- ene) and

- 51780 IS



. .

SNSRI R NV B N VS )

S T O T S L T NG T N T GGG G U G
B N S = = e o TR Y N e B N )

“(IV) 5-androstenediol (3b,17B-dihydroxy-
andfost—fi-ene,_)_;f '_ |
y“'(i ) androsténediohe— o
. (I) 1- androstenedlone ([50(]-‘andrbost-v1,-en_- o
3,17- dlone) | " | |

(H.) 4-andros_te.‘nedij‘oné-‘ '.(aﬁdroSt~4fen? |
3.17-dione); and | | )

v | ‘f(IH) ;5,-'arl1'd1*os»‘c‘,enedi(.>hev '('andrdst-f):-‘en-‘

| 3‘,17-dione)- o - |
“(V) bolasterone "'"’('706,1’77 OL-dimethyl—l’?[}i-': | :

ks fhydroxyandrost 4-en-3- one) ) |

“(vi) boldenone 17[3 hydroxyandrost 1,4, dlene~
3-one); | i |
(vﬁ)‘ calus"ter(')‘ne. " »(7[3,1_.70L-d;1meﬁhy1-1.7[3-‘
hydro‘iyandrost 4-en-3- one) :
| (vm) elostebol (4- chloro 17[3 hydroxyandrost 4-
“en-3-one); | _' R
| “(' ) déhydrochlérmefhyltéstosterone (4 chloro—v
‘17[3 hydroxy—l’?a methyl -androst- 1 4 dien-3- one) |
“‘(x) 4- dlhydrotestosterone " 17[3.hydroxy.-._::
‘androstan-3-one); ' o | e B
“(x1) drosta]nolone 17[3 hydroxy-20c-methy1 5oc-- .

~androstan- 3 one);

“(xii) ethylestrenol (17OL ethyl 17[3 hydroxyestr-i

4- ene)

eS 1780 IS
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(x111) ﬂuoxymesterone v (9 ﬂuoro 170c methyl-:

11B 17B dlhydroxyandrost 4-en-3- one)

“(xiv) formebolone (2- formyl 170c methyl- o

' Vlloc 17B dlhydroxyandrost 1 4 dien-3- one) -

“(xv) furazabol (170 methyl 17[3 e

hydroxyandrostano[Q 3- c] furazan); ‘ '
“(xvi)  18o-homo- 17B hydroxyestr—4 en- 3 -one’

| 13B ~ethyl- 17[3 hydroxygon 4-en-3- one); : | |
o (xvid) 4- hydroxytestosterone (4 17[3 dlhydroxy- . L ; o
androst4en30me) , o SR T

(xvm) 4- hydro‘{y-19 nortestosterone (4,17[3- _ .Z
dlhydroxy-estr 4-en-3- one) | o .. |

(XL\) mestanolone (170c methyl 17[3 hydroxy-

50-androstan-3-one);

‘v‘(xx)v meSterOlone ‘(10c-mefvchyl'-'1.7[3-hydroxy-z

- [501]-androstan- 3 one)

“(>(Xi) methandlenone '(17d-methy1.ﬁ~1:7[3_' TR

'hydroxyandrost 1,4- dlen 3- one)

“(xxii) methandrlol  (17a methyl 3[3 17[3

v ‘dlhydroxyandrost 5- ene)

(Xxm) methenolone (1 methyl 17[3 hydroxy-50c- o
androst 1 -en-3- one) e R
| (mv)= methyltestosterone (170c;methy1-_17_[3: o

hydroxyandrost 4 -en-3- one) L

S 1780 IS
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“xxv)  mibolerone (7o, 170e-dimethyl-17B-

hydroxyestr_—4'-611"-‘3;0_'116'); I

(o) ".nandro'lone “ "(5;17B-hydroxyestr-4—en-3-~ ’

one);_

“(xxvii) nofandfOétenedial; '

“»(_I)ﬂ- 19 nor 4- androstenedlol (3B,

_ dlhydro‘{yestr 4 ene)

’ dihydroxyestr-él-ene),

“(ID) 19-nor-5- androstenediol (3B,

dlhydroxyestr 5- ene) and

’f‘(N) 19 nor 5- androstenedlol '(30@,_

'dlhydroxyestr 5 ene)

(Xxvm) norandrostenedione—

7B
“(I) . 19-nor-4- androstenedlol (Soc,';,l,?B-{*'» R

17B- -

 171[‘3_”

"“‘(_I) 19 ‘nor-4- androstenedlone (estr-4-en-

"3 17- dlone) and

“(II) 19fnor-5-anerSteﬁédidne -(estr-5-en¥

- »3,‘17-dione‘u

' hydrO\ypregna 4 -en-3- one)

4(xxx) norclostebol (4 chloro 17 B hydroxyestr 4-5
©‘en-3-one); K o '

“(oed)  norethandrolone  (170ethyl-17B-

hydroxyestr-'4-en-3-oﬁe) ;‘ o

| 7e8.1780 IS
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(mm) oxandrolone (17 - methyl 17 B hydroxy-, B

’2 0xa- [50(] androstan 3- one)

(xxxm) oxymesterone ' (17 Oc-m_e'fhyl-él,l’? B-

: d1hydroxyandr0st 4-en-3-one);

“(xxxiv) oxymetholone : ,’(170L-'me'thyl'-2- o

| hydroxymethyl'e_n'e-l"i B-hydroxy—[5oc;]-andrdean-.SQ |

!

one); =

“(ooxv) stanozolol  (17- methyl 17[3 hydroxy- |

; [50(] androst 2- en0[3 2- c] pyrazole) '

oovi) stenbolﬂon'e (17[3 hydroxy-2 methyl-'

[50(]-androst-l-en—3;0ne)~

 (xxxvii) testolactone (13 hydroxy—3 -0X0- 13 17-
secoandrosta 1 4- dlen 17 -oie amd lactone) o

(mu) 1-testosterone (17 B- hydroxy-5oc-‘

- androst 1-en- 3 one);

“(xxxIX) | testosterone (17 B hydroxyandrost “4-en- -

- 3-one)

| “(xl)‘~ »tétrahydrbdééffinbne 13[3 170( dlethyl-
17B- hydroxygon 4,9,11 trien- 3- one) |
“(xh) trenbolone (17 [3 hydroxyestr 4 9,11- trlen-

3- one) and ‘ |

(i) any'salt; ester, or .ether of a drug or .sub-v

- stance described in this paragraph;f’_; and |

" (C) by adding at the end the following: -

oS 1780 IS
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“(C) Notwithstanding subparagraph (A), the Attor-

ney General may not schedule Androstened1one as a con-

trolled substance n accordance thh this Act unt1l the At

torney Greneral Teceives a f1nd1ng frorn the Comm1ss1oner '

"of Food and Druos relat1ng to Whether Androstened1one

is lawfully rnarketed under the Federal Food, Drug, and :

'Cosmetlc Act (21 U8, C. 321 et seq) and -

»(2) in paragraph (44), by 1nserting‘ “anabolic -
steroids,”’ after “marihuana,” | v

(b) AUTHORITY AND CRITERIA FOR CLASSIFICA-

:.'I‘ION"——SeCtion 201(g) vof the _:Controlled }Substance‘s"Act
. -(21 USs. C. 811( 2)) is amended—

(1) in paraaraph (1) by.’ striking “substance
from a schedule if such ‘substance’ and'insert‘ing
“drug wh1ch contalns at controlled substance from

" the appl1cat10n of titles II and III of the Comprehen-
| siye Drug Abuse "Prevention and ’ControlAct (21
' »_U..S'.C. 802 et seq) 1f such drug and |
| (2) in paragraph (3) by addlng at the end the |
o follow1ng |

‘.‘(C) Upon the recommendat10n of the Sec-
retary of Health and Human Services, a. compound
mixture, or preparatlon which contalns any anabohc

- steroid, Whlch 1s 1ntended for admlnlstratlon to a

human be1n<f or an annnal and wh1ch because of 1ts

S 1780 IS .
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concentration, preparatlon formulation or’ dehvery-_:
system does’ not present any s10‘n1f1eant potent1al for ‘

abuse

-~ (e) ANABOLIC STEROIDS CONTROL ACT —Section

1903 of the Anabohc Ster01ds Control Act of 1990 (Pubhc} :

Law 101-647) is amended—

SEC

' guidelines to pr0v1de for 1nereased penalt1es with re-

(1), by Stl“iking subseetion (a); and |
(2) by redesignating subsections (b) and (¢) as

subsections (a) and (b),respectively.

. 3. SENTENCING COMMISSION GUIDELINES.

The United States Senteneing Commission shallg—.

(1) review the FederaI Senteneing gﬁidelines o

with respect to- offenses  involving anabohe ster01ds

_ (2) eons1der amendmO“ the Federal sentenem&

'speet to offenses 1nv01v1n0° anabohe steroids in .a

manner that reflects the seriousness of such offénses -

“and the need to deter anabolic steroid use; .ahd

'SEC

(3) take such other action that the Commission -
eonsiders necessary to _earry out this seetiOn.
4. PREVENTION AND EDUCATION PROGRAMS -

(a) IN GDNDRAL -—The Seeretary of Health and

Human Services (referred to in thls Aet as the “Sec- ‘

retary’ ") shall award grants to pubhe-'and nonprof1t prlvat'e

~ entities to ehable such entities to earry out science-based

. S 1780 IS’
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1 education programs in elementary and secondary schools ~

2 to,highlight the ;harmful,_effeets of analeolie steroibds.w‘ i

3 (b ELIGIBILITY.Q-‘ v |
4 (1) APPLICATION.—To be eligible for grants
5 under suhseetien l(a),, an :entity shall prepare and
| 6 submit to the.v‘Seeretaryban vapplleation_ at su_eh }'t‘ime,
7 in such manner- and eontaining such information as-
8 the Seeretary may requlre | |
9 | (2) PRDFDRENCL ——In awardmg grants under
VlO subsection (a ) the Secretary shall give preference tov "
11 v appheants that lntend to use g'rant funds to carry
12 | out prog'rams based on— . v
13 _ | (A the Athletes Tralnlng and Learnlng to
14 Av01d Ster01ds program :
15 . ) .‘ . (B) the Athletes Targetmg Healthy Exer-
1'6 ‘ | cise and Nutr1t10n Alternatlves program and |
| 17 | - (O kother vprograms determlned-to be»effee-
18 tive by the National Tnstifute on Drug Abuse.
19 -"'(e)‘ USE OF F‘UNDS —Amounts reeelved under a

20 grant under subseetlon (a ) shall be used prlmarlly for edu- |

21; '-eatlon programs that wﬂl d1reetly eommumeate Wlth

22 teaehers prlnelpals eoaehes as Well as elementary and .

23 _seeondary school children eoneernmg ‘the harmful effeets S

- .w24v of anabohe ster01ds

*S 1780 IS -
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(d) AUTH()RIZATI()N' OF APPROPRIATIONS.—Theré s

authorized to be ‘appropriated to carry out this Seetiori,

$15,000,000 for cach of fiseal years 2‘()04vthr0711gh 2009.

SEC. 5. NATIONAL SURVEY ON DRUG USE AND HEALTH.
(a) IN GENERAL.—The Secretary of Health and

Human Se»rvie'e's shall ensure that the National Survey on

‘Drug Use and Health includes questions éon,eernihg'. the{'_'___ .

use of anabolie steroids.
(b) AUTHORIZATION OF APPROPRIATIONS.—There is =

authorized to be appropriated to 'carryl_i out this section,

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

51780 IS
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My, SENSENBRENNER (for himself; Mr. CONYERs, Mr. “SWERNEY, My, -

OSBORNE, ‘and Mr. BERMAN) introduced the following bill; _\\'hii'h was re-
feread to the Committee on - = ' -

A BILL

o dmcnd thc C ()nh()llcd \ul)st(m( es A(‘t t() pm\ l(](‘ mereased.

pcndlmns for dndl)()ll( stcmul ()ffcn\c\ near sp(nts f(](l]l-

Tl(h, dnd for ()’rhon pmp()s(*s

R S Be it mmvvteu’ 13!/ the S'(Jnute and House (gfvlfc])l'(’._«;'c)_z.tu- :

'3 SECTION 1. SHORT TITLE.

5 tml Aet of )()()4"

IR GOVt

F\V8\022404\022404.241
- February-24, 2004 (5:22 PM)

22 tives of the United States of Ameviea in Congress assembled,.

4 'l‘lns A(t IIM\ be (m'd as th(- *Anabolic Steroid Con-
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SEC. 2. INCREASED PENALTIES FOR ANABOLIC STEROID

' .OFFENSES NEAR SPORTS »FACILITIESF..

(zi) IN (}la.\*l«]I{AV'L.v—I"a.rt | D: of. the (T()ntlj'ol]'éd Sul)-

st.a..nc'cs Act is amended bv addi.ng at the end the f‘()ll()\'ving; ,
;\\AB()I I¢ -"l‘I* l{()ll) OFFIS hluh \luAR SPORTS -FAC II ITIES

“b(,‘(f.’ 424, (a) Whoevcr \fl(‘)lat.cs seetion 4()1(&)1(1) or

section 416 by manufacturing, distributing, or possessing

with intent to distribute, an anabolie steroid near or at

a sp()rts f'a.(fi]itv is subjcct to twiec thc ma.ximun'l‘it(n'-m ()f'

m)pnsomnont maximum fine, and maximum tcrm ()f su-

per Vm‘d release’ ()t]](‘]'\V]\L prowdcd l)v seetion’ 4()] fm thdt

()ffcnso. :
“(b) As uséd in t"hi.s; %C(‘ﬁ()l]— |
(]) tho tm m: .sp()lts fdclhtv mcans l(‘d] [;l'()]);
' vltv whmv dﬂll(‘tl(‘ sports. or dth]ctlc tmmmﬂ' takes
})ld((' it such pl()pmtv is-pr 1\dtolv owned fm- com-
mu(ml pmposc or it su('h pmpmtv 18 publl('lv,
()\\ncd but does n()t nu-ludc}m\' veal ])I opcnt\ de- 7_
seribed in seetion 41 9, |
_‘;,“(2): the ,tclv'm- ‘hfcar ‘b()r 4‘d‘t" "l]i(“d,I‘]‘S n "()jr: on, or
ﬂlwi,m)i’n 1000 ﬂ}@ér, of; and o
“(3) the term ‘|v)‘<k)ssvssing" with intent to (_l'is; i
' tribute’ means l)()Ss(*Qsiﬂg with  the ihtu‘nitv to- dis-
tribute nCar ()1.'_31‘( a spdl‘tS .f}l("ilit'\"'.’f;.,'
h) 'l‘\l,l 1ol ¢ ONTENTS AMENDME NT— : 'l"h("v“m'l)l(“

of ('-on‘urnts for- ((.m1,]»)1'(']1(‘nsi\'(' Drug - Abuse: Prevention

FAV8\022404\022404.241 -
February 24, 2004 (5:22 PM)
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1 and ((mtm] Act of ]97() Is dmcndcd by mscrtmﬂ df‘t(,l'

1

© 2 the item relating to seetion 423 the f()l]owmu ncw. item:

“424, Inerdased Penalties. for Anal)oh( htmmd ()Honsos \’odl Sports. Faeili- -

— b—
[N —

1}3 ‘

1)

ties.

SEC. 3. SENTENCING COMMISSION GUIDELINES.

"l_‘h(k- Uvnit.(*(] States S(ént(%n(:"ing' Commjssi‘(')n Sha:_-lbl‘—'; :
(1) »l'évicw the Tederal senteneing gﬂi_db]inés'
wth rmpoct to: offcnses mvol\mtr d.lla.l)qll_é stcr()idé;
_(2) (-.(mmdcr amending thc Federal séntencimr
omdclmes to. provrdc for increased pcndltms wnth re-
speet to offvnsc.s lnv()lvnw dndl)olwv,stcr()rd.s i d
manner ﬂmt re f'lc( its the scnon.snoss of such ()ch,ses .
(md the need to (lotm andl)ohc stmmd use; dnd
A (.%») nkc‘ sn(-h, othc d(tmn ﬂmt thc ¢ mnnnsslon

(()nmdon nee 0,\\(11\ to carry out ﬂn.s swtmn

14 SEC 4. AMENDMENTS TO THE CONTROLLED SUBSTANCES

15
16

ACT.

(a) I)I«:l"l.\'I'I‘I().\‘S.'—Sc(-ti()n ]()‘) of the (()n’nollcd g

17 bubst(m(v.\ Aet- (‘)1 U S. (‘ 8()2) 18 dl]l(‘nd(‘d——

18
19
20
21
o
23

TR

- F:\V8\022404\022404.241

" February 24, 2004 (5:22 PM)

(]) m ]‘)arawmph (41)’—
| (A) l)\ IL‘(IIIUHHW the margin so as to dllon.
\\lﬂl p(um»mph (4()), and

(13) by striking subparagraph (\) and -
S(frtinn' thv t’OH()\\'ino" | | |

“( \) llu- tum mmlmlu stmmd means (m\ (hun or

24 hmmmml \nh\t(m( ) (h« mic all\ ‘m(l plunnnuolo«n( (nll\ re- '
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1 lated "r.o'tesf,ost_cmnc (other them"QStri)'g'ef)s, pl‘()g‘cs'tih.s“,
- 2 corticosteroids, _emdb dchyarbcpiandibstdrOnc),. and -
_3‘ inc]udes;
4 S nm‘!’mstm]cdi'(')l—.{
5 “(I) 3B,17B—dihydr‘o.\j\"—:')amvnd1»'()sta‘nc;“ and.
|  6 _ “(I1) 36&,,1 »7B-bdihydr'()x.\’j-f')'()_t-androsta,nc;
A 7  , “(ii) : a11drostahedi()nc ' ,_ (5(xfa.nd,-(.)'sta'n-i%,1_7-
8 (.Ii()]l(&); | R |
9 “(ii) a11(]\1'()st0r10df<)]— T
10 “(I) T-androstenediol (3B, 7B_—dihi\,’d f‘()x.\’s |
1 So-androst-1-ene); o | |
1 .'A“(I’I) _1.—a‘nv(lmstcncdiol : (30(,1‘7B-dihy(‘hj0x_\,’- .
13. B 5a-;xll£ll~(>st,;1-an);  - ‘ ' - _i
14 R S“‘(III_) v4-a_ndrostoncdidl (RB,1;7B-(lill'\"dl'(~),.\(‘\f_-»
15 : 'midr()st-—t‘.mw);a'n’(_l' ‘ | ‘_ ‘
6 s IV ’k'.')-andr'()st('nv(‘_di;)l_ (31),1‘7.B~di]1_\r(lr().\'y—
17 - ml(lr()st‘-:')‘—'cno);' o o
- '18 __ | : “(i\;)/zu1(]r()stmx(*(l‘i(me;—»
19 S ]-andr()stmwdi()n'o ('If)(ll-&l'l]dl,'()st-‘] -en-
¢ . .
20 ‘ 3-,1_7-(]}()1'10)';,‘ | |
: 21 C 1D 4'-}mdmstcnodivono ‘(a.ndrt)St-4»—_m—' ‘
g .22 S 3,]7-(“0119); and ‘ o
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“(vy bo]asteroné . (.‘70(1,1}7d‘-’dimethy‘l-l'7ﬁ-
hydroxyandrost-4-c¢n-3- one); 7 |
(\1) l)()l(lononc (17B- lwdro\vandmst 1 4 dlenc
3-one); - | |

“(vii). - - calusterone - (‘,7B,170_L’-d'im‘cthy]-17[3_

. i ’
hydroxyandrost-4-cn-3-one);

v elostebol (4-,(',]1101'0717B-l1,\'{(1r(>x.\?el.|1Qr'()stf4;‘

en-3-one);

“(ix) dvhvdmohkn mcthvlte.stostmonc (4 chloro- _
17B Iw(h()‘(v-17a mc‘rhyl andmst ] 4 dlcn 3- onc)

“(x) 4-(11}1,\'(1r()t,cst()stcmnc , 17B-hy(h'(>.\'y-k

androstan-3-one);

H(x1) drostanolone »(1}7B—h;\{(11'().\'.\'-2OL-mcfhy]-SOL- :

androstan-3-onc);

4 xii) cthylestrenol ( 17a-cthyl-1 7_B-'lLvdrf(x\;_\'r'cstr'--

‘.‘(.Viii) f'ln()\\mcstm()m* (‘) Hum() 170~ mo‘rh\l-

' HB 1 7B- (lll)\(ll()\\m](lx()s‘r 4-en- 3. -one);

: (\'1\') ) v' f()rmcl)ol()nc (‘)-fm'mv]-l7OL-n]_0fh,\"l-
HOL 17B- dlh\(h()\\ (mdmxt 1,4- dien- 3-one); ‘

(\\) : " hnambol (1 70 mothvl 1 IB-' :
hyvdroxy (m(h()st(m()l" 3- - l hua/(m) .
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~H(xvin) 4-li}’(l rox.\‘rtcst‘()Sfci"()nc (4,17B-dihydroxy- -
‘(1ndl‘OSt-{l-cn-i%-onc); | |
v ;‘(xviii) 4-hydr()xy-1.‘)-h()l't.crst;)stC1~()luc (4,17B-
dihydl'()x_\'j(rStvlf-él-(%x]-3-()‘1‘10);‘ | ‘ |
“(ﬁix) mcst.a:nol('n‘m (17vd-i1'1ct"h',\,rl__-]‘7B-I1)’(lt'<)x_\'- =
5Q-éxldrbst&n%—one)é N | |
“(xx)  mesterolone:  (Ta-methyl-1 7[_3-‘11)-’(] rbx_v{ ‘
[Ha]-androstan-3-one); | |

~“(xxi) - methandienone. - (1To-methyl-17B-

hydroxyandrost-1,4-dien-3-one);
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“(xk\') ' 111i'b0‘|'0'r(vnv1(‘ "(TOL'_.:l 7_(XF-.din'1bcb‘r,h$ilb-l B
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(D). 19-nor-4-androstencdiol (3B, © 17
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“(.IH) 1'9-n(>r'-5-a.n(_ers"ticmfdi'ol_ (3B, 17B- °
'di»}lyd‘rbx.\jostrh.’i-cné); éﬁd ' :
IV 1.9-'n()1;45-'vfa,n,(_Jrr()stcn(‘d_iv(ﬂ‘ (3¢, 17[‘3-»“
.d thydr )xyosfr#;}cn Q) ; '
XXV li()i';th(_lI'()St(*l'l:(*di()n\(*"—
“(1) 1.‘)‘-vn;mj'-;l-n;nh'ogtcnpdimw (:(_?Sf[,lf;“}-’()ll']- =
-“23,17-‘(1i(me‘); a‘n“d‘_ | -
(I ]9-!]‘()]'-5‘-&.1‘](!I"().S'[;(‘li](!l(“()lll(; (_cst:l;-:’)"-cn-_ .
3,17-dione; ‘ o | :
"‘(;\;xix) ' ‘n()1'1{’)(')11(‘\,’(.121()110 o . (1-8a-l'1‘<)m()'-_1’.7B- o
h_ydr}(k)l;ﬂ‘cgf1z>1>-‘4-c|1-ﬁ3~(>’nL;); '
“(xxx) H()l'(fv]()StCI)(v)l‘ (4-(']1]'():i.f(>.; 1-7B-h.‘\-"(]l‘()x.\”(‘.stl":"l;-
en-3-one); | | .
“(xxxi) o 'n.m:'othum]\r&)]nmw RO 7a-(*t]1.\f]'-'17B-‘ 8
hyd1'0.\_\"05&-4-011-350119’); A
| “(xxxii) ‘()xz)ndr,g)]omf (‘12?0("‘-11‘1(&]0’[-17B—]1y(hiox;vv—“
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“(xxxiit)  Coxymesterones  (ITo-methyl-4 173

dihydroxyandrost-4-en-3-one);

“Uxxxiv) ~oxymetholone - (17o-methyl-2-

~hydroxymethylene-17B-hydroxy-|5a-androstan-3- -

one);
“(xxxv) stanozotol  (17o-methyl-17B-hydroxy-
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(1) in paragraph (1), by striking . “substance
aragraj N IRing A
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1 ‘.‘(xxivi): stenbolone _(]'7[3-‘11_\’(]1"()x,\‘7-2-i11'ct]1.vl.-v
2 ISdI-a.r'ldy'()st,-]?qi‘.l-i/%'-():rié)‘; : | s
3 “(xxxvil) t.csbt()la@f.t()nc :(1f%—l‘lyd1'()x57-33;g)x()f]3,]47- :
4 - écc()m1di..(.)s't,a—] ,4'_(]ipn-"]v7-0i({v‘;|(f.‘ic.] ]a(tt()né)‘;._‘ | v
5 : “(“\"XX\;ii‘i‘)» ~‘]-tCst“()stCi'()nc“ ’(17[3;!1'\’(11'()‘.\_3»’-5&-
6 a.iitil‘()sf%]-cn;3-'()nu)j | | | |
‘73 “(xxxIx) t‘cstost’.‘or()nc (]7B-]‘1;vd l'f(;x)le,nlel;()stz—;4e¢11-‘5\
| 8 34))10); | | | ‘
9 “ “(x1) ‘vr.,ct.ravll'_\,"dy"()g'tﬁst,i'in()nQn‘ ( 13[3,]70(-(“&]1,\"]4
10 17[3_-hydronydn-4,9,11‘-t,ricn-3,-one); R
11 o “(xli) “‘r.r_'(}nl)(il()»nc (17B-hydroxyestr-4,9,1 ‘]'-tr"i(r.n—‘""~
12 3_(),110);1;(“](] : R | .
13 | v ‘:E\]“D n\ S;llkt, csit(.'l', (v)r cth-.e.r" of a drug or sub-
1‘4 s seribed »in- t/llis‘b})‘nrug_frapll.”;, and o
'15: “(2) il]»])2]]'&1‘,(_’,‘!‘}]})]1: (44), ‘l)_v "il,lsorting- ‘.“fm’léll)()ii(--
16 sf.(‘l-()i(ls,” after “i,ﬁhrihim’nu.”. =
17 (b)  AUTHORITY “AXND (“,m"rl«jlgl.\f FOR (.‘.1,,_.\Ssnv1(i\-.

from a schedule it such  substance” and inserting

“drug which contains a controlled substance - from

~the application of titles ILand I of the (‘()mlnf(‘(h’cn- |

sive Dirng Abuse. Prevention and ('m'ltl‘(ﬂ A\(r‘f":("_f] .

ATS.C0802 et seqa) i suech dimg™s and
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(2) in paragraph (3), by adding:at the end the
f()l‘l()wiﬁg': |
HYC) Up()n the ree ommcnddtl(m of tho See-

wt(nv of IIcnlth and IIumdn bc rvices, « (*(m]pound,

mixture, or prcpara.t.i(m which contains any dn(lboll({

steroid, w]n(*h 18 intended for (ldlllll]lhtl“dtl()n t() 4

: lmm(m being-or an animal, and whl( h, bu' wise of lts

(onccntratl()n preparation, - -for nmlatmn or dohwn'
svstcm “does not pres ont any signific: ant p()tcntml f(n' -
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Recurrence: » (none)

\

There will be a meeting re: the FDA proposed ban on Androstenedrone (Andro) on Tuesday, March 2 at 4:00 pm in EEOB

Room 472. 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 cIearance information

(DOB SSN) with your response.

Participants include:

Paula Stannard, HHS
Ladd Wiley, HHS
Mark McCiellan, FDA (Will be about 20 mlnutes Iate)
Amit Sachdev, FDA . . '
Chris Marston, Office of COS
Diana Schacht, DPC
Jonathan Burks, Office of COS
Eric Pelletier, LEG
Amy Jensen,'LEG"
Ginger Loper, LEG
Alan Gilbert, DPC -
= Philo Hall, DPC '
in Capretta, OMB
rry Jackson, Office of Senior Advisor
uzy DeFrancis, COMM
Ted Uliyot, 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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‘ ‘Gllbel't Alan ‘ o T T U Co e
- 'Fro_m:.‘ Besanceney,BrranR . ' o e

Sent: ~ Sunday, February 29, 2004 2: 08PM -
To:- Gllbert 'Alan; Marston, ChrrstopherM Guerra Abel
Subject Sterords/Pro Sports League meetrng

Wonderrng lf you-guys have any rnsrght into what we should be saying in response to the press rnqurry beIow

From: Besanceney, 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 lookrng for comment on this story - specrftcally the status of discussions toward a Whrte House meetrng on
sterords 8

- Any su'ggestionsp?

"MLB Players Union Balks At Sterords Summit (WPost)
Bush Admlnrstratlon s Proposed Meetlng Would Include Representatlves From All Four Major Sports
- and USOC SIS '
By Steve Fainaru and Mike Allen
‘The Washington Post, February 29,2004 - : 5
A White House effort to .organize a summit of the major sports leagues to examine the use of ster01ds by
~ athletes has run into resistance from the Major League Baseball Players Association, one of several - -
defensrve 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-attempt by
the president to hold direct discussions with the sports and the1r athletes and raise awareness of the
~ issue. :
However, the adm1n1strat10n S efforts to arrange the summlt have been. comphcated by the Major League
Baseball Players Association (MLBPA), which has told the administration that baseball's steroids policy
" is a matter of collective bargaining and not the respon51b111ty of the federal government accordlng to
administration officials. : : '
‘Bush's interest in the steroids issue arose, as aides tell it, from his personal 1nterest n 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 electlon 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 relatlonshlp 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 bécause of the sen51t1v1ty of the negotlatlons "There are
issues in baseball that you're not seeing in the other sports." -
The baseball-union's stance could dissuade other organizations from partrcrpatlng The NFL Players
‘Assomatron 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.

31212004
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: We re not going alone‘ : r
. Gene Orza, who oversees drug matters for the MLBPA suggested in an e- “mail that the union is open to
1 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 president of 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,
~ according to 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 makmg preparations for late March.
- The NFL and the NFLPA 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 pres1dent said "the use of performance enhanc1ng drugs like steroids in
“baseball, football and other sports is dangerous and sends the wrong message." He urged owners, union
representat1ves coaches and players to "get rid of steroids now. " Administration officials said Brady
‘was invited because of his mentoring efforts and were d1smayed that the telev1s1on cameras came to him
~«~ . during Bush's steroids passage. : :
' ‘Steroids help athletes build muscle mass and speed recovery, and numerous stud1es 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 Olymp1c and
NCAA officials, White House Chief of Staff Andrew H. Card Jr. notified NBA Commissioner David -
Stern and MLB Comm1ss1oner Bud Selig. Representat1ves of the NHL also were 1nformed the league
said. . v
The NFL has the most aggressive drug pohcy of the four major profess1onal 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 most .
concerned about Major League Baseball, whose drug policy has been widely criticized. That policy,
which took effect last season, was s1gn1f1cantly weakened during collective barga1n1ng, and Orza has
‘said the final agreement was essentially designed by the players' union.
The absence of the MLBPA from a White House summit would undoubtedly affect preparat1ons
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 Washmgton by-
- Attorney 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 Pol1cy, 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 1ncreas1ngly viewed
- ascorrupt.”
The MLBPA has consistently sa1d 1t views drug test1ng as a violation of players pr1vacy 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 Adm1n1strat1on s Dec. 30 announcement that
it 1ntended to remove ephedra from the market :

~
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An ephedra based supplement Xenadr1ne RFA 1 played a s1gn1f1cant factor" in the death last spr1ng of ’
| Steve Bechler, a 23-year-old Baltimore Orioles p1tcher a coroner concluded.’

‘ The late pitcher's father, Ernie Bechler, said in an interview that he was bafﬂed by the union's reluctance

to ban the drug. "My-goodness; it took my son's life, just as plain as day," he said. "Tjust don't .
understand it. I cannot understand it. Aren't their players valuable to them? Dont you. th1nk they would
want to protect their players? That's their bread and butter, man." ‘
" Orza wrote that baseball will ban ephedra when the government ofﬁclally 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 on androstenedione, or andro, a dietary supplement that metabolizes 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
support the bill.

. "What's telling i is that Major League Baseball itself, the NFL and the NBA are sort of falhng 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 resoundmg silence from the
players association." Aides to Hatch and Biden met this week with representatives of the Justice
Department and the Drug Enforcement Administration to d1scuss the leglslatlon W1th the expectat1on
that President Bush would soon endorse it. _

‘The Bush administration has sought to push steroids onto the nat1onal agenda since the State of the
Union. Administration officials said the decision to place the steroid passage in the speech came from =
president himself -- stra1ght 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 "who raised this .
issue with him and said how much she was concerned about women taking stero1ds in college athlet1cs
-and obviously in those who were performing professionally in track." : -
Walters said he and the pres1dent ﬁrst discussed the issue about a Week later, ata Dec 19 meet1ng in the
- Oval Office. : : :

' Speakmg out on steroids is "a bully- pulp1t issue -- us1ng the power of the pres1dency to br1ng attention to
an issue that was not the most pressing in the consciousness of a lot of Americans," Bartlett said. "Buta -
lot of athletes and a lot of family members -- particularly those parents out there who have teens in high
“school programs and junior high progtams are struggling with this issue.'

“The steroids passage led to criticism that the White House was seeking to exploit a relat1vely frivolous

. issue and to divert attention from weightier matters such as the economy and Irag. 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 ster01ds passage became known to some on Capltol Hill as "the crazy two
sentences."

A Repubhcan adv1ser close to the White House sa1d the administration also was lookmg for "a cluster of
issues" that resonate with conservatives but also appeal to broader const1tuenc1es 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 g01ng to have more longev1ty than the rhetor1c around the moon-
and Mars." ' = o

3/2/2004
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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 have taken their cues. A Justice Department

. official described the decision to have Ashcroft announce the indictments in the steroid conspiracy case
as "a no-brainer. The president had mentioned it in the State of the Union, and this i is something that
Amerlcans deeply care about. It deserves a nat1onal stage and it gotit." :

3/2/2004
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Public Health Service. |

‘Food and Drug Administration
Rockville ‘MD:20857 .

CJUN 20 200

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

' Dear Senator Hatch:

Thank you for your letters of October ! 1, 2001, and February 8, 2002 addressed to g
" Dr. Bernard Schwetz, then Acting Commissioner of Food and Drugs regarding the. marketmg
_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
_'androstenedrone may be lawfully marketed as a dietary supplement.” We regrct the delay of
‘ thls Tesponse. - : o

~In 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 explanauon 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 Educatlon Actof I 994 (DSHEA)

We ' apprecxale your conicemns about lhlS 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 number of novel and complex legal and scientific
issues need to be considered. 1 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 status under the Act and intend to provrde answers to your quesuons as
soon as our evalaation is complete '

Thank you again for contacting us concerning thns matter. A similar response has been sent
to Senator Harkm Please contact us nfyou have ﬁmher quesuons concemmg thns matter.

¥illiam K. Hubbard -

W Semor Associate Commnssnoner ,
, for Policy, Planning, and Legfislation
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. FRC1 :Serator Orrin Hatch =~ - - FAX NO. ‘202 228 1179 "-b. 08 2002 ©s:3%em P2

Hnited Stares Sengre

WASHINGTON, Dc 20570 .

o Fcbruaxy 8, 2002

Dr. Bemard Schwetz
Acting Commissioner
of Food and Drugs

- Rockyille, Maryland 20852

Dear Dr, Schwetz: A

, We were very disappointed to be advised today by your legislative and Icgal staff that you'
had not received our October 11, 2001, letter Wwith respect to whether androstenedione may be - o
lawfully marketed as a dictary supplement under the Federal Food, Drug and Cosmetic Act. This.
is somewhat distwrbing, ‘since the letrer was not only telefaxed to Your office, but mai led to you,
With scparate copjes to Mr. Leavitt and Secrerary Thompson. We had asked to have areply by
October 23, and wished to have your decision prior to commencement of the wintcr Olympic~

- As you may be aware, there have been numerous credible reports that young athletes are
taking this product with possible long-term, dotrimental health effects. Ovr interest in the well-
being of these athletes comes in the context of our ETOWINg concern that the égcncy isnot - Ny

- devoling adequate resources to enforcement of the Dietary Supplemem Health and Education Act:
(DSHEA) of 1994. g ' . Lo - : o o

: . As 'this mnttér is of personal qoxiccm lo us, wev'\’vould appr&:iaté youi immediﬂc reply as
‘to whether androstenedjone may be marketed lawfu)ly as » dictary supplement. We haye

of ovr letter, -

Tom Harkin o »
United States Senafor o "~ United States Scnator

PR yIA
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aAnited States Smatz

WASHINGTOM, DC 26570

. October 11; 2001

Dr. Bernexd P. Sd:wdz

. Acting Commissioner

of Food nd Dnuags .
SGOOFzshmlm !

- Rockﬂ]lc.Mary!md 20852

'DeazDr Sdmmz

Thathnwbemn\mmmp:maswunts xmphc&nzthe safety and zllegmgzbuseaof
the product androstenedione, muketed as a dictary supplemeat  Almost invariably, these news
reports portray a range of adverse health consequences suffered by susceptible young athlotes and
state that the Food and Drug Adminisaation’s “hands are ted” because dietary supplements are
‘tmregulated »

& VWhile we vigorously contest the ﬁdse allegation that duta:y mpplcmcnt products are
. unregulated, we are extremely concerned about the potennially barmfil effects of apdrostenedione

and its use, particularly by young people. As you know, if & product is unsafe, be it a dietary

supplemnent or other food, a drug, or medical device, the FDA possesses a broad range of
‘authorities to take appropriate enforcement actions to saiegu:rd the public health. Tt is our strong

contention that, with respect to dietary supplements, this authonity was enhanced ~ not

. dimizished — by passage of the Dictary Supplement Health and Education Act (DSHEA), the

law we authored with th:n-chm:nnnvc Bill Rxchzm:lscn and which passed the Cong;nss
wmanimously in 1954,

"Asa thr&hold matter, it is nnpon:nt to ascertain the regnlamry status of androstmedzone
,Thenfcrc, we requzst thxt you yrrmde 3 mnple response o the foucmng wo qustzcns '

1) Is androstenedione pmduct that may be lawfully marketed as a dietary suyplem:nt

undey the “grandfathey’”” provisions of DSHEA (section 413(c) of the Federal Food, Dmg and -
Cosmetic Act)? ‘
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THE ANABOLIC STEROID CONTROL ACT OF 2003 -
SECTION-BY-SECTION ANALYSIS

Sectlon 1 Short Title

Establlshes the short title of the blll as the’ Anabohc Stero1d Control Act of 2003

~ Section 2 - Am‘endmentsvto the Controlled Substances Act

.v Under current law, the term “anabolic steroid” i,s defined at'2l«U’;S;Cﬁ'-802 asm“any_ ‘

| drug or hormonal substance, chemically and pharmacologically related to testosterone

(other than estrogens, progestins, and corticosteroids) that produces muscle JgrOW»th'.”_~Thi_s -
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- llst
of Schedule I11 anabollc steroids. :

" The pr’Ovi‘sion also makes technical corrections to the current list of anabolic
steroids, adds a number of known steroid precursors to the anabohc sterord list and

: fﬁexempts dehydroeplandrosterone (DHEA)

Finally, this section modlfles the deflmtlon of “felony drug offense in 21 U S. C
80210 apply to offenses 1nvolv1ng anabolic steroids.

- Section 3 - Sen_tencing Commission Guidelines

o D1rects the U.S. Sentencmg Commission to rev1ew the Federal sentencmg

. gu1delmes for crimes involving anabolic ster01ds and consider i increasing them. Currently, =
* thé maximum sentence for offenses 1nvolv1ng 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 (Wthh
,translates to 33 -41 months for f1rst time offenders)

: Section 4 - Prevention and Education Programs =

Authorizes $15 million for the Secretary of Health and Hurman Services to award

- grants to public and non- profit entities to carry out science-based education programs in -

elementary and secondary schools to highlight the harmful effects of steroids and ster01d

- precursors. Preference will be given to programs based-on the Athletes' Training and -
““Learningto Avoid Steroids program (ATLAS), the Athletes Targeting Healthy Exercise

‘and Nutrition Alternatives (ATHENA) program, and other programs which the National o

lnstrtute on Drug Abuse has determlned to be effective. ATLAS which i I8 almed at male




student athletes has been named as one of the Department of Educatlon s Exemplary
Programs and is one of the Substance Abuse and Mental Health Services
Administration’s Model Programs. ATHENA is ATLAS $ companion program desrgned

- for female athletes

‘Sectlon 5 National Survey on Drug Use and Health

: Dlrects the Secretary of Health and Human Servrces to mclude questlons about the
use of steroids and steroid precursors in the Natronal Survey on Drug Use and Health, an -
annual survey to measure the extent of alcohol, drug and tobacco use in the United States.

- The brll authorrzes $l million for thrs purpose




~ Statement of
Senator Orrin G. Hatch-
United States Senate
before the _ _
Senate Committee on Commerce
“Regulatton of D1etary Supplements

October 28 2003

: Mr Chamnan and Members of the Commnttee

. I appreciate the opportunlty to testify before you today and to dlscuss a top1c very near and

~dear to my hean the regulatlon of dietary supplements.

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

the blll was enacted to stay on the market unless the FDA could show safety problems with a

There is no questlon that tens of mllhons of Americans rely darly on safe dretary

' supplements to maintain and improve their healthy hfestyles The popularity of these products and

_ the concern over their regulatlon are what led to enactment of the Dretary Supplement Health and

Educatlon Act (DSHEA) n 1994 abill that Senator Harkm and I were proud to author with now- '
Govemor of New Mexrco Bill Rlchardson ’

- The message I wish to leave wrth you is srmple ‘DSHEA is a strong law that properly ‘

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

for it to'work.’
Enactment of DSHEA followed hterally decades of Food and Drug Admlnlstratron

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

: That is why two- thlrds of the Senate cosponsored our bill.
} That is whya majority of the House cosponsored the bill.
And that is why it passed so overwhelmmgly

' The basic structure of DSHEA allowed all products marketed as d1etary supplements when

.partlcular product or line of products —~ this is the so-called * grandfather provrsron manufacturers

‘ ~must notify the FDA before any new 1ngred1ents are marketed At the same time, we provrded the

e e et e

FDA with the full range of enforcement mechanisms to act agamst unsafe or mrsbranded
supplements mcludmg serzure injunction, civil monetary penaltles and even cnmmal penaltles

And, when Chamnan Dmgell and Chamnan Waxman expressed lmgenng concems that an

.unsafe product might be marketed and FDA would not have adequate authonty to act agamst it, we

Page 1.




added a new tool — imminent hazard - so that the Secretary could take immediate action-against a

o “product that he belreved poses an imminent hazard to publrc health. :I might add, the definition as to

~ what constitutes an “imminent hazard" is entlrely up to the Department of Health and Human
v Servrces so this is a. very broad authonty )
Even so, there are some who believe that dretary supplements should not be marketed inthe

_ Unrted States without a preclearance srmllar to that for pharmaceutlcals We who drafted and

passed DSHEA along wrth millions of Americans were persuaded that was not ‘necessary.
" First, most supplements carmot be patented, so there is little incentive for manufacturers to
undergo the expensive and time- -consuming FDA approval process " ' ‘
‘Second, many, many supplements have been used safely for llterally centunes ifnot

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

v most liberal members felt comfonable wrth the grandfather stmcture

Fmally, we added a provision so that FDA would have the time to examme any 1ngred1ent

‘ " 'not prevrously marketed and the evrdence of its safety before that product actually reached the

" stores.

When we draﬁed DSHEA ensuring the safety of products was at the foreﬁ'ont 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 Representatrves N
Dmgell 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 -

maccurately labeled or that make outlandrsh clarms Unfonunately, a small number of 1rresponsrble

supplement compames are takmg advantage of consumers '

I contend that the law is adequate to deal w1th them rf FDA 1mplements and enforces 1t

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

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

CItis impossible for this law to protect consumers ifit is not enforced

I have been pleased at.the FTC’s: act10ns to challenge compames wrth maccurate or : .

‘deceptlve advertlsmg

- The FDA’s record has not been as strong

I am not here to criticize the FDA or throw barbs.. Frankly, the FDA under Commlssmner

' Mark McClellan has done more to enforce DSHEA than'the prevrous admlnlstrauon had. Icredit -

- Page2 ’




Commnssnoner McClella.n for his commrtment to 1mplement the law fully I truly belleve he wants

to make this law work. - Congress must support him. ' o S

R That is why I have _|omed with Senator Harkm to introduce the DSHEA Full Implementatron -
“and Enforcement Act of 2003 (S 1538) ) ‘

Yes, there i is a'small number of products that do raise serious concems »

Ephedra isone. Asl have done for many years I urge the FDA to act def mtrvely on thls T

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

" signifi cant 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 F DA s1mply does not have the staff or money

it needs to do the job. '

Whlle FDA is constralned by the President’s budget in not seekmg new fundmg for
'DSHEA, 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, especrally in thls 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 taken almost a decade to promulgate the good
: manufactunng practice standards that can help guarantee the safety, the punty, and the accurate _
.” labeling of products. ' ‘ o _
. And that must be the reason that.a product like androstenedlone wh1ch I beheve is not even’
a dletary supplement continues to be marketed in this country. v '
- TI'have been very concerned about the safety of steroid precursor products llke andro --and
especially when they fall into the hands of our youth k ’ '
That is.why I have joined with Senator Biden, Senator Harkm and Senator Grassley to
cosponsor the Anabolrc Steroid Control Act (S 1780) that will add andro and other steroid
Precursors, as well as THG, to the list of controlled substances. 1 intend for the Judlcnary ‘ »
- Commlttee to make adoptlon of S 1780 a priority and I hope my colleagues wrll _|01n me in
suppomng both S. 1780 and S. 1538. ' ' ’ '

Mr. Chamnan you have been very generous W1th your time, so I w1ll close here The

‘ thought I w1sh to leave with my colleagues is that we have asolid law which can deal with the

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

" Congress must support the agency in that effort

Page 3




“for S 1780 (108) o co e © Pagelofl

GalleryWatch.com” . 9l8|w]

CO-SPONSORS: S 1780 (108)
(W = Withdrawn) .
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10/23/2003
Sen Chuck Grassley (R- IA)

om Harkin (D-14) - " Sen.Qmin.G. Halch (R-UT)
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10/30/2003 .

Sen. Ted Stevens (R-AK)
- 11/03/2003 -

Sen. John McCain (R AZ_)

02/26/2004 -

Sen. Bill N§!§.gn..(QrF L)

3

" TOTAL COSPONSORS © " Total=6 (Dem =2 Rep = 4)
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Organlzatlons Endorsm_LS 1780, The Anabollc Sterold Control Act -

Amerucan Academy of Family Physmuans
American Academy of Pediatrics

~ American College of Obstetricians and Gynecologlsts
- American College for Sports Medicine -
American Council on Exercise ‘

American Medical Association

" Association of Tennis Professionals
‘Blue Cross Blue Shleld Assocnatlon
- 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 Assomatnon

National Basketball Association * »
The National Center on Addiction and Substance Abuse at

- Columbia University

National Collegiate Athletic Assoc:atlon

National Federation of State High Schools Assocnatnon

National Football League -

‘National High School Athletic’ Coaches Assoc:atlon

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 Aliance
. Women’s National Basketball Association
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DEA/DOJ Actions:

_Boseboll hos come under m’rensn‘ylng scrutiny since a federal grand j Jury in Son
‘Francisco indicted four men -- including the personal weight trainerfor San
Francisco Giants left fielder Barry Bonds --.on Feb. 12 for allegedly dls’rrlbuhng
steroids to elite athletes. The indictments were announced in Washington by
fA’r’rorney General John D. Ashcroft, a reﬂec’rlon of the administration's effor’rs ’ro
“embrace the issue. | :
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