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RAI 2 for Amendment Request dated December 16, 2005

Summary:

Spoke with Mr. Miller regarding amendment request dated December 16,
2005. Mr. Miller stated that he received his request electronically on
January 31, 2006. | had sent the original submission back to him based
on his request during our previous telephone conversation on 1/23/06.

Discussed with Mr. Miller in detail the information needed on the 313A to
add Dr. Bashyam as an authorized user for oral administration of 1-131.
Informed Mr. Miller that the work experience in 35.392 section c(2)(i-vi)
and 35.394 section c(2)(i-vi) must be met and referenced in section 5a of
form 313A. In addition, | reminded Mr. Miller that sections 11a and 12 of
form 313A must be filled out completely.

Mr. Miller stated that he had access to the regulations, understood what
information was needed, and that he would re-fax a completed 313A.

Informed Mr. Miller that he had 30 days to provide the necessary
information.

Action Required:

Licensee must submit additional information.
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