
 
 
 
 

October 14, 2008 
 
CAL 3-08-004      
 
E. Lynn McGuire, Director 
National Health Physics Program (115HP/NLR) 
Department of Veterans Affairs 
Veterans Health Administration 
2200 Fort Roots Drive 
Little Rock, AR  72114 
 
SUBJECT: CONFIRMATORY ACTION LETTER 
 
Dear Mr. McGuire: 
 
The Department of Veterans Affairs (DVA) has reported multiple medical events 
involving permanent prostate brachytherapy treatments at several DVA facilities 
authorized to perform these treatments.  Specifically, from May 16 - October 8, 2008, the 
following medical events have been identified:  the VA Medical Center Philadelphia 
(PVAMC) reported 92 medical events; the G. V. (Sonny) Montgomery VA Medical 
Center Jackson reported eight medical events; the VA Medical Center Cincinnati 
reported six medical events; and the VA Medical Center Washington, D.C. reported 
three medical events.  The Nuclear Regulatory Commission (NRC) has conducted onsite 
inspections in July and September at the PVAMC, and has an ongoing special 
inspection to evaluate your actions in response to these events.  
 
Pursuant to an October 10, 2008, telephone conversation between you, members of 
your staff, and members of the National Radiation Safety Committee and 
Steven Reynolds, Director, Division of Nuclear Materials Safety and other members of 
my staff; and your letter to Mr. Reynolds dated October 12, 2008; it is our understanding 
that you commit to provide the following information and take the following actions as 
soon as possible: 
 
1. Conduct reactive inspections of the active prostate brachytherapy programs at all 

of the Veterans Affairs Medical Centers (VAMCs) that are authorized to perform 
prostate brachytherapy treatments and provide the results of these inspections to 
the Nuclear Regulatory Commission (NRC).  The inspections will be completed 
no later than January 30, 2009. 

 
2. Develop and implement standardized procedures for conducting prostate 

brachytherapy treatments for all VAMCs that conduct these treatments.  At a 
minimum, the procedures will include training on medical events (what 
constitutes a medical event, how to identify a medical event, the criteria the DVA 
has established to declare medical events involving permanent prostate 
brachytherapy, and the reporting requirements), methods to verify needle 
placement in the prostate prior to seed implantation, preparation of written 
directives, pre-treatment and post-treatment planning, and dose verification.   
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3. Correct the incompatible data transmission problems identified at VA Medical 

Center Philadelphia and the G. V. (Sonny) Montgomery VA Medical Center 
Jackson that restricted post treatment dose analysis.    

 
4. Identify the root causes and corrective actions you have implemented, and those 

you plan to implement, to prevent recurrence of the medical events.  
 
5. Immediately suspend any prostate brachytherapy program where medical events 

are identified for 20 percent or greater of the prostate brachytherapy treatments 
performed.  Additionally, the DVA will complete their development of enhanced 
criteria for suspending prostate brachytherapy programs by November 17, 2008.   

 
6. Prior to restart of a suspended prostate brachytherapy program, the NHPP will 

conduct an inspection to confirm that all corrective actions have been 
implemented and provide notification to the NRC.    

 
7. Before start-up of any new prostate brachytherapy programs at other VAMCs,  

the NHPP will conduct an inspection to confirm that the facility has implemented 
the standardized procedures established by the DVA for conducting prostate 
brachytherapy treatments and that the individuals involved in these treatments 
(authorized physician users, medical physicists, dosimetrists, and radiation safety 
staff) have completed training on medical events (what constitutes a medical 
event, how to identify a medical event, the criteria the DVA has established to 
declare medical events involving permanent prostate brachytherapy, and the 
reporting requirements), methods to verify needle placement in the prostate prior 
to seed implantation, preparation of written directives, pre-treatment and post 
treatment planning, dose verification, and provide notification to the NRC.   

 
Pursuant to Section 182 of the Atomic Energy Act, 42 U.S.C. 2232, you are required to: 
 

1.  Notify me immediately if your understanding differs from that set forth above; 
 
2. Notify me if for any reason you cannot complete the actions within the 

specified schedule and advise me in writing of your modified schedule in 
advance of the change; and  

 
3. Notify me in writing when you have completed the actions addressed in this 

Confirmatory Action Letter. 
 
Issuance of this Confirmatory Action Letter does not preclude issuance of an order 
formalizing the above commitments or requiring other actions on the part of the licensee; 
nor does it preclude the NRC from taking enforcement action for violations of NRC 
requirements that may have prompted the issuance of this letter.  In addition, failure to 
take the actions addressed in this Confirmatory Action Letter may result in enforcement 
action. 
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In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter 
and your response will be made available electronically for public inspection in the NRC 
Public Document Room or from the NRC’s document system (ADAMS), accessible from 
the NRC Web site at http://www.nrc.gov/reading-rm/adams.html.  To the extent possible, 
your response should not include any personal privacy, proprietary, or safeguards 
information so that it can be made available to the Public without redaction.  If personal 
privacy or proprietary information is necessary to provide an acceptable response, then 
please provide a bracketed copy of your response that identifies the information that 
should be protected and a redacted copy of your response that deletes such information.  
If you request withholding of such material, you must specifically identify the portions of 
your response that you seek to have withheld and provide in detail the bases for your 
claim of withholding (e.g., explain why the disclosure of information will create an 
unwarranted invasion of personal privacy or provide the information required by  
10 CFR 2.390(b) to support a request for withholding confidential commercial or financial 
information).  If safeguards information is necessary to provide an acceptable response, 
please provide the level of protection described in 10 CFR 73.21. 
 

Sincerely, 
 
/RA by C. Pederson Acting for/ 
 
 
James L. Caldwell 
Regional Administrator 
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