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   DEPARTMENT OF HEALTH & HUMAN SERVICES default

         

Public Health Service


ADVANCE \r360

ADVANCE \d3
Food and Drug Administration

ADVANCE \r360
Rockville, MD  20857
December 16, 2003

Barbara Chiponis

Group Manager Regulatory Affairs

Beckman Coulter, Inc.

1000 Lake Hazeltine Drive

Chaska, Minnesota 55318-1084

Dear Ms. Chiponis:

Your petition for requesting the Food and Drug Administration for reclassification of In Vitro Diagnostics for Anti-Hepatitis A Virus IgM and Total Antibodies was received by this office on 12/16/2003.  It was assigned docket number 2003P-0564 and it was filed on 10/01/2003.  Please refer to this docket number in future correspondence on this subject with the Agency.

Please note that the acceptance of the petition for filing is a procedural matter in that it in no way reflects an agency decision on the substantive merits of the petition.

Sincerely,

Lyle D. Jaffe

Division of Dockets Management

