
MEMORANDUM 

D&e- $;I- k/-o4 . 

Department of Health and Human 
=UE DATE 
6/13/20oo 

Services 
Offke of the Congressional ii aison 

200 Independence Ave SW. Room 416G ,. ---I 

Washington, DC 2020’ 1 

A constituent has sent the enclosed 

communication. A response which 

addresses his/her concerns would be 

appreciated. 

Please send your response, together with 
the constituent’s correspondence, to the 
following address: 

Office ot Senator Phil Gramm 
2323 Bryan Street, ##2150 
Dallas, Texas 75201 

Attention: Richard Zientek 
(214) 7675217 
(214) 767-8754 (fax) 

CONST: 

FROM: 

SUBJECT: 

DATE FO: 

ACTION: 

email: Richard,Zientek@gramm=Senate.gov 

00- 35-74 
STAFF REF: 

Rick 

Senat 

re:dj 

May J 

Direc 

This 

n 

‘. 
 ̂ ,... 

: '; PLEA 
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WMMARYOFIMPORTANTISSUESWIT~RESPECTTO FDA RULEMAKINGON ..' 
DETA.R~ SUPPLEMEN’r PI.tO~Uc’rS CONTAINING ~PBEDRYNE ./ . . ..;; 

,.;,.: 

Request that the FDA allow a 
on the adverse event mports 
forty-five day review pfzio 
attachment included with this briefing‘ 

rulemaking co@niing dietary slJp&tl 
consideration fulfy imiepend&t review’ 

associations, consunms 
qq)l~f+& products so 
FDA policy goals that i 
10 ccmme a working 

this important is&e. 

Science Committee has 
products containing 

sregulation of dietary ‘.: ’ 

against ephedrine products. 
for having a bias .. 

The Small B&k~s Adrzlinistration has criticized the FDA for 
the numerous delays in releasing the A?&. (See attached SBA letter,) The General 
Accounting Office (GAO) has issued rep&s criticizing the FDA for relying on inadequare 
and i.ncomDkte data in its initial round of rulemaking. .* (See attached report summary.) 
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, 
Bietazy SUPplerfwata: Uncertain&a3 in ~aly8fs traderlying FDA's Propos& 
Tale bn Ephednne Alkaloida better -port, m/ozfu?g, 
C;IAo/~s/aQD-99-90). 

REPoum: REKs/GG5-99-90 
Trm ; Dietary Sygplemsnt~: Uwezzaintics in Aaalyaes Underlying 

DATE: 
PDA'EI Proposed ~1s oxa Ephedrine Alkaloidt 
c-r/oa/l999 

smmc: Nutrition restsrch 
Health etatiatica 
AgtlLcy proceedings 
Food and drug ItgisLation 
prepascd lc 

B 
islatioxa 

co5t effect vehese analysis 
Health hazardr 
Safety standapds; 
w&duct safety 

IDENTTFIER: 
Safety rtgulat~oxa 
CPSC Naticutal Elcctroaic Isjury Surveill.isnct Syeteu 

I 
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RESORTNW4i BELfs-97 -21 
ZzI!LE?!: Medical Device Repotiing: ~mprovemeat~ Needed in FDA's 

DATE: 
Syrrtcm for Monitoring Problew With Approved Devices 
01/23/97 

su6aEm : Medical equipment 
Repcztiag requircmencs 
Pzoduct safaty 
Con3umer gmteccicn, 
Statistical method6 
Food ernd drug Zaw 
Hospitala 
c3~venmeat information disstminatlon 
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Medical Devwe Reporting System 
Medical Device and Laboratory Problem Riposting ?ragram 
Man~facrurtr aad Wet Device Experience System 
~edkcaI Produezs RegPrtfng Program 
PledWatch system 
Goad Manufacturing Practices Conpliancc 3rogram 
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., ROUTING SLIP 
GENERATED BY: HFW-1 
DATE: MAY 24, 2000 

FDA CONTROL NUMBER: 00 3570 

DATE OF CORRESPONDENCE: 05/11/00 

TO: DHHS 

FROM: PHIL GRAMM, SENATE, UNITED 
RICK GREEN, TEXAS HOUSE OF 

SYNOPSIS: (C) CCU#O519200017 RE 
ALKALOIDS 

LEAD OFFICE: HFW-1 
I 

TRACER f: OS #: 

DATE INTO FDA: 05/24/00 

STATES SENATE 
.' 

REPRESENTATIVES 

DIETARY SUPPLEMENTS CONTAINING EPHEDRINE 

HOME OFFICE: HFW-1 

CONTACT/PHONE#: JULIA D POUNDS 301-827-0290 

COPIES: 

COORDINATION: 

SIGNATURE REQUIRED: ASSOCIATE COMMISSIONER FOR LEGISLATION 

REFERRALS FROM HFW-1 

ASSIGNED TO ACTION 
-------------------- ------------------------------ 
HFW-1 PRINCED PREPARE DIRECT REPLY 
REMARKS: DEPT SETS THE DUE DATE 

DUE DATE 
-------- 
06/13/00 



DUE DATE 
6/13/2000 

Congressional Liaison 
Correspondence Control Unit 

Room 416G HHH Building 
Telephone: 690-7452 

CONTROL # 
0519200017 

CONST : Rick Green 

DATE OF INQUIRY 
5/11/2000 

REF TO: FDA 

FROM: Senator Phil Gramm 

SUBJECT: re:dietary supplement containing ephedrine alkaloids 

DATE FO: May 19, 2000 

ACTION: Direct Reply 

STAFF REF: This was referred by Richard Zientek of your staff. 

PLEASE RETURN A COPY OF THIS CONTROL SLIP 
WITH REPLY !!! !!!! !! !! !! 

rf ~.OV - 3570 


