Date: June 27, 2008

DRAFT SUMMARY OF INFORMATION COLLECTION REQUEST

Title: OMB 3150-0038 - NRC Form 483, Registration Certificate — In-Vitro Testing with
Byproduct Material under General License, 10 CFR 31.11

Current Burden/Responses: 42 hours/364 responses
Proposed

Burden/Responses: 12.4 hours/85 responses
Frequency of Response: On time

Number of Respondents: 85

Reasons for Changes in Burden/Responses: The overall hourly burden estimate for NRC
Form 483 is expected to decrease during the next 3 years. The expected decrease in
estimated hourly burden is primarily due to results obtained from a NRC internal review and
study based on available NRC Form 483 submissions to the agency and a sample of annual
NRC Form 483 returns provided by 6 Agreement States. However, the estimated burden cost
since the last OMB approval of this package has increased from $197 to $238/hour, due to an
increase in the hourly fee rate.

Level of Concurrence: Director: Office of International Programs

Recordkeeping Requirements in Accordance with the Retention Periods for Records/Rule:
Recordkeeping retentions are in accordance with standard record retention periods.

Efforts to Identify Duplication and Use Similar Information: No sources of similar information
are available. There is no duplication of requirements. NRC has in place an ongoing program
to examine all information collections with the goal of eliminating all duplication and/or
unnecessary information collections.

Abstract: Section 31.11 of 10 CFR establishes a general license authorizing any physician,
clinical laboratory, veterinarian in the practice of veterinary medicine, or hospital to possess
certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving
the internal or external administration of the byproduct material or the radiation there from to
human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not
authorized until the physician, clinical laboratory, veterinarian in the practice of veterinary
medicine, or hospital has filed NRC Form 483 and received from the Commission a validated
copy of NRC Form 483 with a registration number.
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