MEMORANDUM OF TELEPHONE CONVERSATION

BETWEEN: John Raiggiero
Pharmaceutical Manufacturers Association

and

Paul Fehnel
Bureau of Drugs (HFD-30)

On February 18, 1976 I received a phone call from Mr. John Raiggiero,
of the Pharmaceutical Manufacturers Association who inquired as to the
status of PMA's Petition submitted September 11, 1975 requesting that
the final regulations relating to "Asbestos-Form Particles in Drugs for
Parenteral Injection"” published in the Federal Register of March 14,
1975 be amended. I informed him that the Agency was working on a reply
and that they would be hearing fram us shortly.

Mr. Raiggiero indicated that his primary reason for calling was to
ascertain if the proposed "GMP's" published on February 13, 1976, which
included the provisions that they were requesting be amended, was meant
to serve as an answer to their petition. I assured him that it was not
an answer to their petition but merely an incorporation of existing
provisions concerning requirements for filters into the proposal.

Paul Fehnel
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