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OCT 2 4 2005 

Charles R. McConachie, Esq. 
Simpson Woolley McConachie L.L.P. 
700 The Quadrangle 
2828 Routh Street 
Dallas, Texas 75201 

Re: Docket No. 2005P-0182KPl 

Dear Mr. McConachie: 

I am writing to inform you that the Food and Drug Administration (FDA) has not yet completed 
its response to the issues raised in your citizen petition submitted on May 11,2005, on behalf of 
Mr. Terry Fredeking and Antibody Systems, Inc. In your citizen petition, you raise issues related 
to FDA’s April 14,2,003, Warning Letter and request that the Commissioner of Food and Drugs 
take certain actions in regard to this Warning Letter. 

We are still considering your requests and supporting information stated in your citizen petition. 
This interim response is provided in accordance with FDA regulations on citizen petitions (21 
CFR 10.30(e)(2)). W e will respond to your petition as soon as we have reached a decision on 
your requests. 

Sincerely yours, 

Jesse L. Goodman~M.D., M.P.H. 
Director 
Center for Biologics Evaluation and Research 

cc: Division of Dockets Management 
(HFA-305) 


