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October 8, 2003

Mr. Amit K. Sachdev

Associate Commissioner for Legislative Affairs
Food and Drug Administration

15-47 Parklawn Building

5600 Fishers Lane e
Rockville, MD 20857 o=
Dear Mr. Sachdev:

I have been contacted by Barbara Anliker, of Northwest Idwa-
Compounding in Emmetsburg, Iowa, requesting my assistance "3 -
regarding the Center for Veterinary Medicine’s issuance of a..
Compliance Policy Guide with what she alleges was insufficient
opportunity for public input.

Please find enclosed a copy of the correspondence which I
have received related to this matter. I appreciate your review
of the issues raised by this constituent and ask that you forward
your response to the attention of John Moreland in my Des Moines
office listed below.

Sigcerely, .
A~

Tom Harkin
United States Senator

TH/jnm

150 FIRST AVENUE, NE
SUITE 370
CEDAR RAPIDS, IA 52401
(319) 365-4504

O3 ~U9 3~

210 WALNUT STREET
733 FEDERAL BUILDING
DES MOINES, |A 50309

(515) 284-4574

1606 BRADY STREET
SUITE 323
DAVENPORT, IA 52803
(563) 322-1338

350 WEST 6TH STREET
315 FEDERAL BUILDING
DUBUQUE, IA 52001
(563) 582-2130

320 6TH STREET
110 FEDERAL BUILDING
SIOUX CITY, 1A 51101
(712) 252-1550
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Northwest Iowa Compounding

3204 First Street, Suite L * Emmetsburg, Jowa 50536
712-852-2727 « B800-777-2545 <+ (Fax) 712-852-2975

October 8, 2003

Dr. Stephen Sundlof, Diractor

Center for Veterinary Medicine

U.S. Food and Drug Adrmninistration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundiof,

CVM issued this Compliance Policy Guide (CPG) in final form with out allowing opportunity for comments, in
violation of FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic and
deserve a comment period before being put into effect.

FDA's prohibition in this CPG against compounding from bulk active pharmaceuticals is extremely problematic.
It is essential that pharmmacists be allowed to compound for non-food producing animals from bulk drug
substances.

In light of these issues, | feel the FDA should withdraw the CPG and reissue it in draft form to allow for
pharmacists, veterinarians, and patients to comment on its provisions before it Is implemented.

Sincerely,

Bakrara. Ambi ko EP

Barbara Anliker
Registered Pharmacist

Northwest lowa Compounding
3204 First Street, Suite L.
Emmetsburg, lowa 50536
712.852.2727

cc: Mark McClellan, FDA Commissioner; Senator Charles Grassley, Senator Tom Harkin; Representative Tom
Latham; and IACP
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