July 11, 2008
CAL-3-08-001

Mitzi Pennington, Site Director
Mallinckrodt, Inc.

2703 Wagner Place

Maryland Heights, MO 63043

SUBJECT: UPDATED IMPORTANT PRODUCT NOTIFICATION DATED JUNE 27, 2008
Dear Ms. Pennington:

This refers to the enclosed “Updated Important Product Notification” (Updated Notification)
dated June 27, 2008, that was issued to your technetium-99m generator customers. The
Updated Notification was issued in response to reports from your customers of generator
elutions in which the concentration of molybdenum-99 to technetium-99m exceeded: (1) the
limit in Title 10 Code of Federal Regulations (CFR) 35.204, “Permissible Molybdenum-99
Concentration;” (2) the United States Pharmacopeia guideline; (3) the 12-hour expiration limit
stated in your package insert; and (4) the concentration associated with any previously reported
molybdenum-99 breakthrough event. We have reviewed the Updated Notification and noted the
changes that were made relative to the “Important Product Notification” (Notification) dated
January 26, 2008, that was issued in response to the previously reported molybdenum-99
breakthrough events. We have no questions or concerns regarding the Updated Notification.

On February 1, 2008, the NRC issued Confirmatory Action Letter (CAL) 3-08-001 to you
confirming our understanding of the actions you committed to take in response to previously
reported molybdenum-99 breakthrough events. As stated in Iltem 4 of the CAL, you committed
to provide the following information and take the following actions as soon as possible:

Continue distribution of the Important Product Notification dated January 26, 2008, to
your customers. Prior to discontinuing the distribution of the Notification, you will
contact the NRC to discuss: (1) why distribution of the Notification is no longer
necessary; (2) your understanding of the Food and Drug Administration’s perspective on
whether or not distribution of the Notification is no longer necessary; and (3) whether or
not you have completed all of the corrective actions necessary to prevent recurrence.

Based on a discussion between James Schuh of your staff and Robert Gattone of my staff on
July 2, 2008, it is my understanding that you commit to completing the actions described in

Item 4 of the CAL as they pertain to the Updated Notification dated June 27, 2008. Specifically,
you commit to continue distribution of the Updated Notification to your customers and; prior to
discontinuing the distribution of the Updated Notification, you will contact the NRC to discuss:
(1) why distribution of the Updated Notification is no longer necessary; (2) your understanding of
the Food and Drug Administration’s perspective on whether or not distribution of the Updated
Notification is no longer necessary; and (3) whether or not you have completed all of the
corrective actions necessary to prevent recurrence. If my understanding is incorrect, please
contact this office immediately.



M. Pennington -2-

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter will be
made available electronically for public inspection in the NRC Public Document Room or from
the NRC’s document system (ADAMS), accessible from the NRC Web site at
http://www.nrc.gov/readingrm/adams.html.

Sincerely,
/RA/

Steven A. Reynolds, Director
Division of Nuclear Materials Safety
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CC: J. Schuh, Radiation Safety Officer
State of Missouri
Orhan Suleiman, Food and Drug Administration
Michele Perry-Williams, Food and Drug Administration
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