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VIRGINIA\ HOSPITAL
CENTER

Arlington

November 26,2008

U.S. Nuclear Regulatory Commission
Attn: Document Control Desk
Washington, D.C. 20555

Re: Letter of transmittal dated 10/24/2008 re: Notice of Violation (Docket No. 03003303/NRC License 45-01099-01)

Dear Sir or Madam:

This letter is to serve as a response to the above referenced communication. This involved the NRC inspection
conducted at Virginia Hospital Center on March 20 and April 20, 2008 by Mr. Willie Lee and concluded with a
follow-up teleconference on October 21, 2008 regarding the following three discrepancies:

10 CFR 35.40(a): Six written directives were not signed by an authorized user prior to administration of 1-131 (2

mCi) for whole body imaging. . . • ,

(1) Reason for Violation: We believe the reason for the omission was new-staff that was imfamiliar with
department policy regarding the administration ofradiopharmaceuticals requiring a written directive.

(2) Corrective steps taken and results. achieved: The written directive form has been redesigned to
include the actual order for the dose, the patient's information, diagnosis and status ofpregnancy at the
top of the form. The dosing information is at the bottom of the form with the assayed amount, time and

date of administration and form of identification of the patient. By streamlining the form we have
eliminated the needfor an extra form that may be misplaced prior to dosing the patient. The forms also
contain documentation of RSO and physicist review.
Additionally, the staff has received an inservice by Kathleen McKa,, Chief Nuclear -Medicine
Technologist on April 4, 2008. During this training the staff was reminded of the 10 CFR 35.40(a)
regulations and introduced to the new QMP written directive form. The staff was given instruction
where to find the regulation on the NRC website and in the department's protocols.

(3) Corrective steps to avoid further violations: The Nuclear Medicine schedule is reviewed daily by the
department supervisor to insure the anmount of time needed for the Radiologists to review •the*patient's
history and exams to write the proper dose for each patient. Additionally, the QAP book is reviewed by
Dr. McWey, the RSO, on a monthly basis and quarterly by the physicist for any discrepancies.

(4) Date of full compliance: April 5, 2008

10 CFR 35.67(b): No semi-annual inventory of 1-125 brachytherapy sources as of April 28, 2008.
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(1) Reason for Violation: Semi-annual inventories of 1-125 seeds had not been conducted ds these seeds
were residuals from individual implants and had been transferred to a decay-in-storage status (these
seeds were not intended to be reused).

(2) Corrective steps taken and results achieved: These 1-125 sealed sources have been added to the

sealed source inventory as of May 13, 2008.
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(3) Corrective steps to avoid further violations: The Radiation Oncology physicist will assume
responsibility for the sealed source inventory, and will report these inventories to the department
manager and/or RSCfor the yearfollowing the inspection to assure this requirement has been fulfilled

(4) Date of full compliance: May 13,2008

10 CFR 40.51(b) (5): The decommissioned linear accelerator (linac) containing a specifically licensed quantity of
depleted uranium (DU) was transferred to a company that did not have a valid specific or general license to receive
DU.

(1) Reason for Violation: Prior to transfer of the linac, the hospital secured documentsfroin the receiving
company, which included a general license issued to the company by the NRC (issued March 5, 2003).
The linac was released April 29, 2008 to the company and documents given to the NRC. After transfer,
the hospital was notified by the NRC that the company's NRC issued general license was no longer
valid because the State within which the conpany now operated had converted to an Agreement State
status, thereby requiring a State issued license. In addition, the DU had been produced and licensed
under specific status by the mnanzfacturer, requiring extra steps to adhere to general license
requirementsfor labeling.

(2) Corrective steps taken and results achieved: Upon notification of the noncompliant license situation,
the hospital engaged a consultant to assist in seeking a resolution. The consultant worked with
company representatives and the State of Wisconsin licensing authorities, resulting in the issuance of a
State general license on June 16, 2008 permitting the possession ofDU by the company. In addition, at
the request of the NRC, the receiving company was requested to label the linac with the labeling
requirement described in 10 CFR 40.35(b) (1) and (2). This label was attached and documented by
photo as of October 6, 2008-photos were forwarded to the NRC inspector to confirm.

(3) Corrective steps to avoid further violations: The hospital no longer possesses any DU; however, the
process for transfer of these type sealed radioactive sources will include a secondary and independent
confirmation with the licensing authority of any company providing evidence of a license to assure the
license status is valid and the company is in good standing with the licensing authority.

(4) Date of full compliance: October 6, 2008

I hope you will find our corrective action acceptable and complete and we thank you for bringing the issues to our
attention. If you require any further information or detail, please do not hesitate to cofitact me at 703-558-6107

Sincerely,

Carl Bahnlein
Vice President and Chief Operating Officer

Russell E. McWey, M.D., RSO


