
The Hcwwabk Marlc MC&WI, MD, 
Commissbner 
U.S. Food and Drug &hinislfatron 
5600 Fishes Lane 
Rackvilk, Maryland 20867-0001 

RE: Docket Number G6N-0904 
Rietafy Supplemenb Containing Ephedtlne 
Ahbids 

Dear IX. McCkllan: 

I firmly belleve that complementary medfctne, Including dietary supplements, 
have an impartant role to play in our health caru system, and that Americans have the 
right to make their cwm Mormed he4th cam choices. As chairman of the House 
Comndt!ee on Government Relbrm from 1997 to ZOO& and nw 8s CtMrnan ofthe 
Shbcomdttee on !iumin R&$%8 and Wellnees, I twe made health car8 cwrsight one 
of my h!gM pfiorRlee. In particular, the Comrnb lw been acttve h m~nitarhg the 
FDA’s implernerrtatlon of the Dfehy Supplement Health and Education Act of 9994 
(DShEA), and to-date, I believe the American public ha8 not beerr well wed by the 
FDA. 

While ChaIrman af the Committee on Govsmment Reform, I initiated ENI 
investigation of the FDA’s ImplsmenWn DSHEA. From this Investlgatbn, it became 
apparent that the FDA’s Lure to fully and properly hplement the provisIons of DSHEA 
stems In larg)e part from a blats within the agency agdnat herbal dk&try suppJements, I 
am concern& that this institutional btss mufd unduly infiuence the FDA’s investigation 
tnta safety concerns of dietary supplemmb conta)ning ephedrfne ollkaloids. 
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Congress enacted OWEA to ensure that cx~wrmers wwa able lo mke in?Wned 
choicea about their own p~~enthre health care pfograme b@wd on data from scientifk 
studies of ~MMI benefits related t0 particular diiry suppkmwt~. Tha Act gran& FDA 
the euthority to sclentfflcally datermIne whether a dletwy supplemsnt presents a , 
“significant or unreasonable risk of illntgss or bjury under mdRions of use 
recommended or suggeaed In labeling,” and tn take action to protect the American 
corwumer if such a ri.& Is ideMied. Whle a number of scleMic cfhic4 studies have 
been cwducbd on thei etfecthmssa of ephedra-based dietary iqplements for weight 
contm~, f&~ If any din*@ &.udies have been conducted &ztiy on the safety of ephedra- 
based dk%ary supplemet?ts. Yet It seems from reading Docket Nwnber 85N-0304 that 
the FDA .i% alr@My-pr&dlspoW to claSs&lng ephadre as a slgnifkant and 
unreasonable risk In the absence of those clinlcel atudles. 

A$ in 1997, when regdabians on ephedra-based supplements were flr& propwed, 
FDA is currently reiylng heavily on case studies of Adverse Event Repark (AER) as the 
primary jogtifkatiin for actlon, the principle study tmlng the recently concluded review 
by the RAND Corpcwation. I applwd FDA and the Department of HeaM and Human 
SeWs for commlssk&g Uw F?AND C&porafbn to undertake this review. EM even 
this mvbw c~ncludeci that more analyzes of axMing data IS unk8ly to Settle the safctty 
fssue, that new data is needed and that “the strong& wvldence for causality should 
cOme Tjr3rn cllnlcal MaJs.” 

An aggregate of the fimlted dinicd trials avsllabb cm ephedm-bamd dl&ary 
suppfemmts that exarnlnad the effkacy of the supplement for weight IOBS indicates an 
Adverse Event Rata of approximately 1 in 1,000. Accordfns b a recent study pubfiihed 
In the Joumerl dthe American Medlcai AssocM~ (JAMA), the incidence of autism in 
this country b now approximately 1 in 150 chpd~. Yet the FDA doea not have the 
same zeal to eliminate the known toxin mercury from vaccines and dental amalgams 
that is a blologkzally-piewlb cause of autlsfn as lt does ta Mminate frum conw.~mar~ 
thB choice t0 ~58 -the ciiBti3~ 6Up~emW3nt chph&ka. 

Even if we leave tithe need for dinlcal trials and simply fm~s on a revJew afthe 
case 6tudks, the evidence Isn’t condu&ve. In 1999, FDA wtbated that 12 mitlkn 
Ametlcans ueed ephedra or emtised prodwts. The RAND study screened 
nearly 1 WOO cuss reparts, and ldentiffed 284 serious or major adverse events gs wSn 
as 2 deaths. In comparison, ecuxdirrg to date publ!shed by the American AssocMfon 
of Poison Canvol Centrrrs (%APCc”) In 2000, they t-ecehd 16.64.g qwts on Aspirin, 
of which 297 were mjor adverse events and 52 wre deaths. For Acetaminophen they 
received 56,731 repwts, bf which 858 were major events stnd 99 were deaths. 
Ibuprofen logged 51,876 reports ofwhksh 225 were rna@r W and 6 were deattrs. 
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Mr. Cmmissioner, the United States is umiergoing a crbls of obesRy threatening 
the tang-term health of miliii of Americxns. ObesRy hm been clearly and 
scienMy tlnkeci bo the Natiin*s number one khr- heart disease - a0 well BS 
dlebc&a and other chronk condltbne. A feceM study nleas~! by ttre #iHS in the last 
week shows that the cost of treating health problems associated v&h ovenweight people 
Is costing $93 Billion a year, with alDout half that cost b&g paid through Medicam end 
Medk&i. The cfkkal studies that are available on tqbcbbased dktary 
supplements, and the FUND study supports thbse COTI~~I&XIS, Rnd that ephedta-based 
dk&ry supplements c8n prurnote modest short-term weight loss of about IWO pounds 
!-now per monttr Thsmplacebo. Even such a srneJl weight IDSS ct!m me a ben#idal 
he* effect. On July 25,2OM, the Hause Committee on Government Reform 
conducted a hearing an “Fit, Phydcal A&ii, Dietary Supplements, Uf&yle and 
Health.’ During that heating, the Committee heard from a number of experta on \?lsigM 
lass and obestty. OrmMrwWionafly recognked qxwt, George A Bray, MD, 
emphaaked that srnzUl weight lass, even aver a short period of time, can beg highly 
beneikia~ ta health. He tesSed: 

“ha11 weight losses can be hlghty bert&dal in reducing the risk kr the 
misdoes I described earlier. In a sMy of which we are a part that b funded 
by tha NatIonal Institutes of He&h, calI& “The Diabetes Preventbn 
Program,” WV&&~ losses of 3 to 7 percent reduced by 58 percent, and 31 
percent the risk of people who am r& high risk for diabetes Fran &uaIJy 
timing diabetic. If you translate tit into I 3-yeardelay in the 
cmnpkatioos of this disease, it save8 billions of #dlara by reducing the ris& 
for human dialysis, for wnal kilure, for ampdaWns, for bllndnees and d&or 
complications ~~~soclated wkh diabetes. Sc modest welghf losses can be 
hit@ tx3neflcfal. The dtetary supplements that are available, partbtarly tie 
ephedra+Mehe wmblnatirx, have dear evidence from dlnkal trials of up 

- : ..a. . ..to +uonths suggesting. tJ@the weight IOSS in the treating QRHJ~ lq 
‘iPubstMtially larger than pkebo and in the range ¶hat would ba associated 
with these reductions In risk that were demonstrated in diabetes preventIon 
programs.” 

In short, ephedra. when appruprfateiy used. can be a valuable tool in the Mile 
against obesity and the added health problems aascxzfated with diabetes. 

The key of course Is’to make sure that these supplementS are used appqrktely. 
That is why I support a strPng warning label, such a6 the one outlined In Docket Number 
05N-0304. I also urge the FDA and DHHS ti coMder a ban an sales ofephedra-based 
supplements to minors and a ban on marketing of the supplements for aWetic 
enhancemmt, a claim not supported by the science, In 8ddlti6n, I betieve that FDA and 
HHS should ativdy engage in a well4esigned public Intormation campaign to educate 



, . 

Dr. McClellan 
Page 4 

consumers on the Immance of reading and folIowIng label fn$tn@lans and warnings, 
not Just for ephedracontalning products or dietary supplementS, but f& all over-the- 
camter products and prescription drugs as well. Finally, I urge tie FDA to support 
clinical trials that will examine sdentftrcalty the safety of ephedra when prupeljy used. 
In the absenw of swh lnformatlon, the FDA shouki be catibue about implementing 
any mgulat)on that purpcwta a definftive causal relationship between coneumptkxl of 
aphedra and advatse event% 

Acloption of h&thy kt3tyk chokes, indudhg moderate physicel actMty, a sensible 
diet and ffie appnz@abe USA of dfetary supplements, an Improve one’s hesfth. The 
American people deserve to have as wide a range ofSchoioes as possible, fnduding the 
chaiwof using dbtgy supplements far their health care needs, 

. 

Dan Burton 
Chairman 
Subcamittee on Humen Rights and Wf3lh3ss 


