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February 8, 2011
Docket No. 03037882 License No. 52-31352-01MD

Frank Kolodziej-Castro, M.D.
President

International Cyclotron, Inc.
Calle Jose Marti #56, Floral Park
Hato Rey, PR 00918

SUBJECT: NRC INSPECTION REPORT NO. 03037882/2010001, INTERNATIONAL
CYCLOTRON, INC.

Dear Dr. Kolodziej-Castro:

This letter refers to your January 14, 2011, correspondence, in response to our December 24,
2010, letter. Thank you for informing us of the corrective and preventive actions documented in
your letter regarding violations A and D. Your actions will be reviewed during a future inspection
of your licensed program. However, additional information is still needed regarding the response
and corrective/preventive actions described for violations B, C, and E.

Violation B: Failure to provide adequate supervision of personnel preparing radioactive drugs.

1. While a power surge to the dose calibrator may have exposed an example of inadequate
supervision, it was not the cause. The violation cites examples such as not adequately
training and qualifying personnel in the licensee’s procedures for preparation of
radioactive drugs for medical use. Please explain the reason(s) why supervision of
individuals preparing radioactive drugs was inadequate.

2. Removing the dose calibrator from service will not assure adequate supervision in the
future. What are the steps you have taken to prevent further violations of these
requirements in your ongoing operations? How will you assure adequate training of
individuals preparing radioactive drugs? How will you assure adequate supervision will
be provided in the future?

Violation C: Failure to verify performance of the instrument used for preparation and distribution
of radioactive drugs for medical use.

1. The cause of the instrument problem was identified by your Radiation Safety Officer
(RSO) when it occurred. The violation of NRC regulations occurred when the prepared
drugs were distributed contrary to the direction of the RSO. Please describe the reason
why the direction of the RSO was not followed, resulting in the distribution of mislabeled
drugs.

2. Describe the actions taken to prevent further occurrence of the violation.
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Violation E: Failure to conduct your program in accordance with the statements or
representations contained in the letter dated January 28, 2009.
1. Describe the actions taken to prevent recurrence of this violation, such as to assure that
you will comply with commitments until you are granted an appropriate amendment to

your license which changes the commitments.

Please submit to this office within fourteen (14) days of receipt of this letter a written statement
containing the requested information.

Your cooperation with us is appreciated.
Sincerely,
Original signed by James P. Dwyer
James P. Dwyer, Chief
Commercial and R&D Branch
Division of Nuclear Materials Safety
cc:

David Rhoe, Radiation Safety Officer
Commonwealth of Puerto Rico
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Violation E: Failure to conduct your program in accordance with the statements or
representations contained in the letter dated January 28, 2009.

1. Describe the actions taken to prevent recurrence of this violation, such as to assure that
you will comply with commitments until you are granted an appropriate amendment to
your license which changes the commitments.

Please submit to this office within fourteen (14) days of receipt of this letter a written statement
containing the requested information.

Your cooperation with us is appreciated.
Sincerely,
Original signed by James P. Dwyer
James P. Dwyer, Chief

Commercial and R&D Branch
Division of Nuclear Materials Safety

cc:
David Rhoe, Radiation Safety Officer
Commonwealth of Puerto Rico
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