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Re: NRC License No. 13-02752-03 - Additional Information Regarding the Report ofa 
Potential Medical Event 

Dear Mr. Warren: 

On March 7, 2012, I reported a "potential" medical event via telephone to the NRC Operations 
Center. On March 15,2012, a written report required in accordance with 10 CFR 35.3045(d) 
was submitted to the NRC Region III Office. On March 19,2012, you and Mr. Patrick Louden 
conducted an inspection of the circumstances surrounding the potential medical event and on 
March 26,2012, a conference call was held to discuss the findings from your inspection. At that 
time, you had asked that we provide a determination of whether or not a medical event had 
indeed occurred and the basis for that determination. The primary consideration was to 
determine which ofthe four "contours" of the prostate gland/target volume should be utilized to 
assess the number of 1251 seeds within that volume. Per our written procedures, a medical event 
is defined as more than 20% of the seeds implanted outside the target volume. This letter 
summarizes our fmdings. 

On April 12, 2012, three Authorized Users (including the AU that performed this particular 
implant), two Authorized Medical Physicists, two Health Physicists, the urologist that referred 
the case and was also present during the implant procedure, and a hospital administrator met to 
discuss the details of this case. Based upon that review, it was the consensus of that group that 
this case does not meet the defmition of a medical event. The basis of that conclusion is as 
follows: 

1. 	 The most appropriate contour to be utilized was the initial one performed approximately one 
month after the implant by Dr. Mark Henderson, an Authorized User and the Medical 
Director of the Methodist Hospital Radiation Oncology Department. 

2. 	 The initial contour and the clinical aspects of the case had been subject to "peer review" by 
other physicians and while the D90 was noted to be low, the initial contour was considered 
appropriate and the implant was considered clinically acceptable. 

3. 	 The contour that indicated 62% of the seeds were outside the target volume (which was the 
basis for filing the initial report) was based upon limited information. That contour was 
totally based upon the post-treatment CT scan images which had been forwarded to an 
outside consultant by a referring radiation oncology physician from the Richard Roudebush 
Veterans Administration Hospital. The ultrasound images performed during the procedure 
were not provided to the consultant and those images played an important role in determining 
the target volume and seed placement. The prostate gland of the patient in this case was 
asymmetrical in shape which was evident on the ultrasound images, but not as well-defined 
on the post-treatment CT scan images. 
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4. 	 A second contour was performed by Dr. Henderson which indicated that 98% of the seeds 
were within the target volume. Dr. Henderson indicated that he felt the first contour he 
performed was more viable because it was not biased in any way (i.e. it was performed 
before the potential medical event issue was raised). 

5. 	 A separate contour was also performed by Dr. Song-Chu Ko, who was the Authorized User 
that performed the implant. Dr. Ko's contour indicated that 96% ofthe seeds were implanted 

, within the target volume. 

As indicated above, the "peer review" process plays an important role in the clinical evaluation 
ofprostate seed implants. An important distinction to be made is that the peer review process is 
not intended to determine whether or not a medical event has occurred. That responsibility lies 
with the Authorized User, the medical physics staff, and the Radiation Safety Staff. 

Should you have any questions or require additional information, please do not hesitate to 

contact me. 


Sincerely, \

1f~~~ 
Mack L. Richard, MS, CHP 
Radiation Safety Officer 

Cc: P. Johnstone, MD 
M. Henderson, MD 

S.Ko,MD 

T. Gardner, MD 
J. Kent,MS 
E. Slessinger, MS 
E. Swank, JD 
J. Terwilliger 


