From: Sandra Gabiriel

To: Robert Tokarz; venkat.narra@rwjuh.edu
Date: Sat, Aug 11, 2007 4:01 PM
Subject: Additional information for amendment request for Robert Wood Johnson Univ

Hosp, mail control 140806

Licensee: Robert Wood Johnson University Hospital
License No.: 29-10173-02

Docket No.: 03002525

Mail Control No.: 140806

To: Venkat Narra, Physicist
Bob Tokarz, Physics Consultant

This is regarding the license amendment request dated July 11, 2007, asking to authorize Drs.
Jabbour, Kim, and Khan as authorized users (AUs) and Dr. Yue as authorized medical physicist
(AMP).

Please send a return e-mail to confirm receipt of this message.

1) Your request was to add these 4 individuals to your license for "LDR and HDR
brachytherapy." Unless you advise otherwise, we will assume that your request is to authorize
the 3 physicians for 35.400 and 35.600 and the physicist for HDR. The NRC has no current
provision to authorize physicists for 35.400, except for strontium-90 eye applicators. Your
current license does not appear to authorize a strontium-90 eye applicator.

2) For the 3 physicians, you submitted documentation that each meets the board
certification requirements of 35.490(a) and 35.690(a). The additional information required for
each is a preceptor attestation addressing all items in 35.490(b)(3) and 35.690(b)(3) and
documentation that the physician has completed the HDR device training in 35.690(c) for your
specific HDR device. The submitted information was not fully complete for any of the 3
physicians.

a) Each physician needs documentation of completion of vendor or vendor-equivalent
training in device operation, safety procedures, and clinical use of your new Varian HDR unit
(e.g., vendor training certificate).

b) None of the 3 preceptor attestations is fully acceptable as submitted. For Dr.
Jabbour, the "third section" on page 6 was blank, and it is also necessary to provide
documentation (such as letter from RSO) that the preceptor is an AU for 35.400 and HDR
under Johns Hopkins broad license issued by the State of Maryland. For Dr. Kim, the preceptor
attested to training and competence for 35.400, but not for HDR use under 35.600. For Dr.
Khan, the submitted preceptor attestation did not include the final page (page 6). [For Drs.
Kim's and Khan's preceptors, we found in our archives documentation that they are AUs for
35.400 and HDR under their respective broad licenses.]

You have two options for providing an acceptable preceptor attestation for the 3
physicians. One is to obtain from the original preceptors the missing information identified
above. The other option is for one of your existing 35.400/HDR authorized users to provide
new attestations. Please note that under the current circumstances, it is only necessary to
submit limited information from the form 313A(AUS): pages 1, 5, and 6. **Please let me know if
you have any questions about what is needed on the preceptor attestation form. | will be happy
to walk you through this.

3) For Dr. Yue, your physicist, we found in our archives a letter from the Yale RSO
confirming that Dr. Yue was an HDR AMP under the Yale license. For completeness, please
provide documentation that Dr. Yue completed vendor training in the use of your new Varian
HDR unit.



Please provide the information requested above within 30 days, under signature of senior
management. You may mail the signed response or fax it to 610-337-5269, referencing mail
control 140806. You may wish to leave a voicemail or e-mail message to alert me at the time a
fax is sent. If we do not receive a response within 30 days, we will presume that you do not
wish to pursue this application.

Thank you for your help. If you have any questions, you may e-mail me or call at
610-337-5182.

Sandy Gabriel, Ph.D.
Senior Health Physicist
Medical Branch

NRC Region |
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