October 15, 2009

CAL 3-08-001

Mitzi Pennington, Site Director
Mallinckrodt, Inc.

2703 Wagner Place

Maryland Heights, MO 63043

SUBJECT: CLOSEOUT OF CONFIRMATORY ACTION LETTER 3-08-001,
MALLINCKRODT, INC.

Dear Ms. Pennington:

On February 1, 2008, the U.S. Nuclear Regulatory Commission (NRC) issued a Confirmatory
Action Letter (CAL) 3-08-001 to Mallinckrodt, Inc. (Mallinckrodt) to document your commitment
to implement both short and long-term corrective actions to resolve issues associated with
several lots of technetium-99m generators that Mallinckrodt manufactured in January 2008 that
failed the molybdenum-99 breakthrough test. Specifically, the CAL required you to: 1) conduct
an investigation into the problem of elevated levels of molybdenum-99 in elutions from
technetium-99m generators to identify the causes and the safety significance of the problem;
2) identify and implement immediate, short-term, and long-term corrective actions to address
the cause(s) of the problem and prevent recurrence; 3) conduct an evaluation of the reportability
of the problem pursuant to 10 CFR Part 21 and provide the results to the NRC; and 4) continue
the distribution of the “Important Product Notification” dated January 26, 2008, to your
customers and, prior to discontinuing the distribution of the Notification, contact the NRC to
discuss, among other things, why distribution of the Notification is no longer necessary.

The NRC staff reviewed your implementation of the CAL during special inspections at your
Maryland Heights facility, conducted from February 5 through 8, 2008, and March 10

through 13, 2008, with continued NRC in-office review through April 22, 2008; January 12
through 15, 2009, with continued NRC in office review through January 22, 2009; and August 24
through 28, 2009. The results of these inspections were provided to you in NRC Inspection
Report Nos. 030-00001/08-01(DNMS), dated May 22, 2008; 030-00001/09-01(DNMS), dated
February 19, 2009; and 030-00001/09-02(DNMS), dated September 25, 2009.

Based upon a review of the recent inspection results and the CAL commitments, the NRC has
determined that you have effectively addressed each of the issues documented in the CAL.
Therefore, we consider all commitments and actions documented in CAL 3-08-001 closed.
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In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice,” a copy of this letter will be
available electronically for public inspection in the NRC Public Document Room or from the
Publicly Available Records (PARS) component of the NRC’s Agencywide Documents Access
and Management System (ADAMS). ADAMS is accessible from the NRC Website at
http://www.nrc.gov/reading-rm/adams.html.

Sincerely,

/RA/
Mark A. Satorius
Regional Administrator

Docket No. 030-00001
License No. 24-04206-01

cc: D. Hoffman, Radiation Safety Officer
J. Schuh, Manager of Environmental Health and Safety
M. Perry-Williams, FDA
State of Missouri
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