| ﬁgﬁi/@“ eloXeo)

LEEVi g
o ¢

Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
Rockville MD 20857

January 3, 2002

John B. Dubeck

Keller and Heckman LLP

1001 G Street, NW, Suite 500W
Washington, DC 20001

On Behalf of Biovail Corporation

Dear Mr. Dubeck:

Your petition requesting the Food and Drug Administration (FDA) to enforce
the patent certification requirements in the FDC Act to curb abuses by the
sponsors of Abbreviated New Drug Applications and to refuse approval of ANDA
75-401, submitted by Andrx Pharmaceuticals, Inc., for a generic version of
Biovails Tiazac until the patent certification requirements are fully
satisfied, was received by this office on 01/02/02. It was assigned docket
number 02P-0001/CP 1 and it was filed on 01/03/02. 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,

fyle D. Tarfe
Dockets Management Branch
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