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Mallinckrodt Inc.
November 18, 2009

Materials Licensing Section

U.S. Nuclear Regulatory Commission
2443 Warrenville Road, Ste. 210
Lisle, IL  60532-4352

Attention: Mr. Kevin Null

RE: License Number 24-04206-01; Docket Number 030-00001; Letter from M.
Pennington to K. Null and Application for License Amendment dated August 24,
2009; Letter from M. Pennington to K. Null dated October 13, 2009

Dear Mr. Null:

This letter is written as a follow up to your recent conversations with Dan Hoffman regarding the
license amendment request submitted August 24, 2009 and a follow-up letter of clarification dated
October 13, 2009. Based on that conversation, the following additional clarification is provided.

1. Regarding changes to Section 10.1 Audit Program in the August 24, 2009 application for
amendment, the RSC may approve the formation of an Audit Review Subcommittee for review
and approval of Process Audits and Area Audits. The Audit Review Subcommittee shall consist of
the following individuals: The RSC Chairperson, the RSO and at least one additional member of
the RSC. Approval of the audit reports shall require approval by a simple majority of the
subcommittee members and the approval of the RSO. Further details shall be outlined in an
approved Subcommittee Charter.

2. Regarding changes to Section 10.2 Radiation Monitoring Instruments in the August 24, 2009
application for amendment, the changes are intended to clarify that radiation survey instruments
will be calibrated in the same manner, regardless of whether the instruments are to be used for free
release surveys or dose assessments. The distinction is that those contamination survey level
instruments to be used for free release surveys or dose assessments shall be subjected to a more
rigorous source check procedure involving the use of a jig and verification that the instrument
efficiency is within specified criteria.

If you have any questions regarding this submission please contact me or Dan Hoffman at 314-
654-7906.

Sincerely, @ '
U N TONNUMGN
Mitzi Pg mﬁ;glon )

Site Director

cc: Jim Schuh — Mallinckrodt
Dan Hoffman -- Mallinckrodt
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