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U.S. NUCLEAR REGULATORY COMMISSION

TELEPHONE CONVERSATION RECORD

Conversation Date:  June 17, 2005

Time: 11:30am and 1:45pm

Mail Control No.:  License No.: Docket No.:

137150 29-21016-01 030-19666

Licensee/Applicant Participant(s): Organization: Telephone No.:

Ron Levy, Ph.D. Unigene
Laboratories, Inc.

(973)882-0860

Person(s) Calling: Jim Dwyer

Subject: Request for expedited amendment of the Unigene license

Summary:  

Dr. Levy called to request we expedite a request submitted by Unigene two weeks
ago to add an authorized user and a location of use.  Dr. Levy said the amendment
was needed to respond to an FDA request for information.  While the amendment
request describes use of many materials at the new site, Dr. Levy said that only
iodine-125 in the form of RIA kits would be used at the new facility at this time.  I told
Dr. Levy that, in the interest of time, I would limit use at the new facility to iodine-125
in the form of RIA kits and Unigene could expand this authorization as needed in the
future. 

Action Required/Taken:  issued amended license

Prepared By: Dwyer Date: 6/17/2005
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