UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20555 - 0001

December 18, 2006

MEMORANDUM TO: Tim Harris, Branch Chief
Source Safety & Security Branch, MSSA

FROM: Tomas Herrera IRA/
Source Safety & Security Branch, MSSA

SUBJECT: SUMMARY OF MEETING WITH ISOLITE CORPORATION,
DECEMBER 11, 2006

The objective of the meeting was to answer Isolite’s questions regarding its sealed source and
device application request and licensing questions.

Isolite Corporation (Isolite) representatives requested a meeting with NRC staff, on December 11,
2006, to discuss the transfer of ownership of registration certificates NR-0579-D-101-G and
NR-0579-D-101-G from Safety Light Corporation (Safe Light) to Isolite. Safety Light was
purchased by Isolite. In addition Isolite had questions regarding the manufacturing of products
outside the U.S. as well as questions regarding their possession and distribution license issued
by NRC Region I.

NRC informed Isolite, that it would have to submit an application for the devices and submit all of
the documents referenced in the Safety Light registration certificates. The NRC will review this
information and based on its review may require additional information. Ultimately, if NRC
approves the Isolite application, Isolite will receive a new registration certificate under its own
vendor code. Regarding devices that are manufactured outside the U.S., the NRC instructed
Isolite to review the guidance in NUREG 1556, Vol. 3, Rev. 1, Section 10.7, regarding the quality
assurance requirements.

NRC Region | also participated in the meeting by telephone. The representative from Region |
addressed Isolite’s questions regarding their possession and distribution license. The primary
issue was that Isolite possesses a license that covers both possession and distribution, however,
Region | normally issues two separate licenses for these activities. Isolite was informed that they
would need submit an amendment request now that they will be considered a manufacturer.
When this amendment request is received, the license will be divided, and two licenses will be
issued, one for possession and one for manufacturing and distribution.
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