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SUBJECT: DOCTORS’ CENTER HOSPITAL, INC., REQUEST FOR ADDITIONAL

INFORMATION CONCERNING APPLICATION FOR RENEWAL TO LICENSE,
CONTROL NO. 573484

Dear Dr. Ramos:

This is in reference to your letter dated August 26, 2010 requesting to renew Nuclear Regulatory
Commission License No. 52-25531-01. In order to continue our review, we need the following
additional information:

1.

Please submit a completed and signed NRC Form 313 in accordance with 10 CFR 30.32
and 10 CFR 35.12. The form can be found on the NRC’s website at
http://www.nrc.gov/reading-rm/doc-collections/forms/nrc313.pdf. In addition, please
indicate on the signature block, your complete name and title as noted above.

Iltem 5 and 6 of this application provides conflicting information. For instance:

a. The purpose of use of byproduct material permitted by 10 CFR 35.200 is listed as
uptake, dilution and excretion studies. Please note that 10 CFR 35.200
authorizes use of byproduct material for imaging and localization studies. Please
confirm this use.

b. 1-131 under 10 CFR 35.300 and all radionuclides under 10 CFR 35.300 are both
requested. Please clarify if the authorization for 10 CFR 35.300 materials should
be limited to 1-131 only. Additionally, please provide the appropriate use, e.g. I-
131 permitted by 35.300.

Your application states that all therapies will be done on an outpatient basis and
inpatients will be referred to a hospital that is approved by the NRC for |-131 therapies.
Please note that Item 9C on the license will be updated to include the statement: “for
which the patient can be released under the provisions of 10 CFR 35.75.”

Please provide a maximum possession limit for 10 CFR 35.300 material (e.g. 1.5 Curies).

Dr. Jennifer Rodriguez-Ferrer was not listed on the application. Please confirm that she
is to be removed as an authorized user (AU) from the license.
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6.

10.

11

You did not provide a facility diagram for your second location. Please provide a scaled
diagram of the facility located at Bayamon that includes the locations for:

a. Storage of radiopharmaceuticals;

b. Storage of radioactive waste, including decay-in-storage prior to disposal as
nonradioactive waste; and

c. Preparation and dispensing of radiopharmaceuticals.
Please identify the areas above and below for both locations of use.

With regard to your facility descriptions, please provide detailed descriptions of PET
facilities, including:

a. The shielding for the dose storage, dose preparation, waste storage, and
radiopharmaceutical administration areas; and information about the type,
dimensions, thickness, and density of any necessary shielding that you will use;

b. The areas surrounding your areas of use, including on the same level and above
and below (this should include designation of exterior walls);

c. Shielding calculations for imaging and quiet rooms, and the dose rates in the
areas above and below your PET areas of use; and

d. In addition, please confirm that the dose calibrator will be sunken into the
countertop and shielded for PET radioisotopes.

Please provide a description of the instrumentation that will be used to perform leak
testing.

The occupational dose commitment in Item 10 of this application referenced a
superseded document. Please revise this commitment to reference the revised version
of the NUREG, by stating: “We will perform a prospective evaluation demonstrating that
unmonitored individuals are not likely to receive, in one year, a radiation dose in excess
of 10% of the allowable limits in 10 CFR Part 20 or we will provide Dosimetry that meets
the requirements listed under “Criteria” in NUREG-1556, Vol. 9, Rev. 2, dated January
2008.”

. The statement you provided in item 10 of this application regarding safe use of unsealed

licensed material appears to have a typographical error. Also, you did not indicate that
the procedures will be written. Please revise this commitment by stating: “We have
developed and will implement and maintain written procedures for safe use of unsealed
byproduct material that meet the requirements of 10 CFR 20.1101 and 10 CFR 20.1301”
(See Appendix C in NUREG-1556, Volume 9, Rev. 2, dated January 2008: “Consolidated
Guidance About Materials Licensees: Program-Specific Guidance About Medical
Licenses”).|
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12. In review of your license, it was noted in your letter dated August 4, 2006, that a final
close-out survey would be provided for the Nuclear Medicine Laboratory on the 4" floor
at the Manati location. Please provide the release surveys conducted prior to release of
that location.

13. Please provide the current contact telephone number, e-mail and fax for the RSO.

Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov;
select Nuclear Materials; Medical, Academic, and Industrial Uses of Nuclear Material; then
Regulations, Guidance, and Communications. You may also obtain these documents by
contacting the Government Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is open
from 7:00 a.m. to 6:30 p.m. EST, Monday through Friday (except Federal holidays).

We will continue our review upon receipt of this information. Please reply to my attention at the
Region | Office and refer to Mail Control No. 573484. If you have any technical questions
regarding this deficiency letter, please call Maryann Abogunde at (610) 337-5090.

If we do not receive a reply from you within 30 calendar days from the date of this letter, we will
assume that you do not wish to pursue your application.

Sincerely,

Original signed by Penny Lanzisera
Penny Lanzisera

Senior Health Physicist

Medical Branch

Division of Nuclear Materials Safety

cc:
Elba Ordufia-Acum, M.D., Radiation Safety Officer
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