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License No(s). 19-07538-01 Docket No(s). 03004544

Name of Licensee:
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Subject:
(NOTE: This will be used as the
Documents Title in ADAMS)

Department of Health & Human Services
Food and Drug Administration
Center for Devices and Radiological Health

Petro Shandrunk, RSO

240-276-3285

RAI, Amendment Request Items

Summary:

The address changed on your letter but was not noted. Is
DMQRP/OCER correct? Yes, there was a change to the department
name. The amount of carbon-14 would cause you to have financial
assurance requirements. Would you like to request a lower amount so
that financial assurance would not be required. Yes, please change the
request to 85 millicuries. The new proposed authorized users do not
have iodine experience. Do they need authorization for lodine? We
have not used iodine-125 since at lease before January 1, 2000. Please
remove iodine 125 from the license. Dr. Umbreit does not appear to
have the experience for phosphorus 32 authorization. Do you have
additional information or does he need authorization for phosphorus 327
Dr. Umbreit does not need phosphorus 32 authorization.

Action Required:

The license will be amended with the above additional actions.
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