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a DEPARTMENT OF HEAL -.{ & HUMAN SERVICES

- take certain actions in regard to thxs Waxmng Letter

- We 1ssued an interim response dated October 24, 2005 axld 2 k{l

Public Health Service

- ~Food and Drug Administration

: fROCkville" MD ‘2"’085,7\ :

’”«'bz;z 6 1R 14 m az
AR 11*;3;2006 |

Charles R. McConachle Esq o
Simpson Woolley McConachle L L P
700 The Quadrangle :
2828 Routh Street

Dallas, Texas 75201

~ Re: Docket No. 2005P-0182/CP1
Dear Mr. McConachie"

DA) has not yet completed
y 11, 2005, on behalf of
pe mn, you raise issues related

ssmner of Food and Drugs

Iam wrmng to inform you that the Food and Dmg Admlmstratxo‘
its response to the issues raised in your citizen petitioﬁ.su
Mr. Terry Fredeking and Antibody ystems, Inc. In your ¢
to FDA’s April 14, 2003, Warning Letter and request that?t% C

fedge receipt of your letters.
tetim response. We are

dated November 2, 2005, and February 22, 2006, in TESPONSE V_
actively con31denng your requests and | upparnng mform io in your citizen petition.
However, because of the existence of other agency priorities, our fir al’resspense to your petition
has been delayed. We plan to cemplete a.nd issue our final response to yﬂu in the near future.

“

A tSmcerelﬁyvyours,

kJesseL Goodm Ml MPH
Director
Center for Bmi ‘

Eyaluanon and Research

cc: Dlwsmn of Dockets Management

(HFA 305)
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