DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville MD 20857

February 20, 2002

Ludovice Giavotto

Alcavis International
8-8 Metropolitan Court
Gaithersburg, MD 30878

Dear Mr. Giavotto:

Your petition requesting the Food and Drug Administration to reopen the
administrative record for this TFM, and consider the maketing, safety and
effectiveness information for sodium hypochlorite for Health-Care Antiseptic
Drug Products for OTC Human Use, was received by this office on 02/20/02. It
was assigned docket number 75N-183H/CP 13 and it was filed on 02/20/02.
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,
e

iy
. « U i < :
ifﬁennie C. Butler
“" pockets Management Branch

TEH- 185K Hel 13



