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US Nuclear Regulatory Commission
ATTN: Document Control Desk
Washington, DC 20555-0001

Subject: Reply to NRC routine inspection report 030-09964/10/01 and to the Notice of Violation (Docket No. 030-09964,
License No. 13-15882-01) - Community Hospital

Dear Sir/Madam:

Please find below our response to the Non-Cited Violation of Severity Level IV, regarding four prostate seed implant
procedures performed at Community Hospital between June 2008 and December 2009. As suggested, the response
includes four mandatory sections.

1) The reasons for the violation
After the NRC inspection, we made a thorough analysis of the seed implant cases questioned by NRC and
identified two causes for the apparent deviations between the post-administration calculated dose and the
prescribed dose:
- The prostate inflammation at the time of the post-implant CT made the prescription isodose line

encompass only partially the volume of the swollen prostate. For all the cases questioned by NRC, the
post implant CT was performed 24 hours after the implant, a moment at which prostate inflammation is
significant.

- According to a medical review of the cases done by Dr. Andrej Zajac, the prostate was contoured larger
than its real volume; therefore, the prescription isodose line will encompass only partially the
exaggerated prostate contour.

2) The corrective steps that have been taken and the results achieved
Since December 2009, the date of the last seed implant case questioned by NRC, and the date of the NRC
inspection, two staff members from the Medical Physics Department went for training at the Chicago Prostate
Center. The Chicago Prostate Center is a regional reference center for prostate seed implant procedures and
our group started to follow-up their guidelines in pre-plan and post-plan evaluations. Moreover, the
contouring was done in a thorough manner by our Medical Director, Dr. Andrej Zajac. Due to the above
mentioned corrective steps, all four seed implant cases done in 2010 and reviewed by the NRC inspector on
October 26, meet the NRC requirements.
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3) The corrective steps that will be taken
In addition, we updated section 12 of the Policy MP 0.61 entitled USNRC Quality Management Program and
implemented in 1998. Thus, section 12 of this policy will be changed from:

"Any unintended deviations from the written directive will be documented and evaluated at the time of

occurrence. The authorized user(s) will evaluate the incident and provide corrective actions as needed to
improve the program."

to

"Any unintended deviations from the written directive will be documented and evaluated at the time of
occurrence. The authorized user(s) will evaluate the incident and provide corrective actions as needed to
improve the program.

For seed implant procedures, provisions will be made to account for prostate inflammation during the post
implant CT. This will be achieved by one of the two methods:
a. by doing the post implant CT immediately after or one month after the implant to avoid the prostate

.swelling that occurs 1-14 days after the implant;
b. by using image fusion between the pre-implant and the post-implant image sets to account for

prostate swelling and provide accurate prostate contours on the post-implant image sets.

The prescription objective for the post plan is a D90 (the dose covering 90% of the contoured prostate
volume) of 100% +/- 20 % (of the prescribed dose).

All the new members of the prostate seed implant team (physicians and physicists) will be trained and
supervised until they are fully compliant with the above section.

4) The date when full compliance will be achieved
All the seed implant procedures performed by the current team since January 2010 are compliant with the
NRC requirements. However, in our effort to continuously improve patient safety and the quality of patient
care, the updated MP 0.61 policy described above will be implemented on March 18, 2011.

If you need additional information, please feel free to contact me.

Donald P. Fesko
Chief Executive Officer
The Community Hospital
901 MacArthur Blvd., Munster, IN 46321
219.836.1600 Ext. 1252

cc: Michael LaFranzo Rose M. Garcia
US Nuclear Regulatory Commission Vice President
Region III- Division of Nuclear Materials Safety Diagnostic & Therapeutic Services
2443 Warrenville Rd., Ste. 210 Community Healthcare System
Lisle, IL 60532-4352

Director Mirel Palamaru, MS, DABR
Office of Enforcement Regional Director of Medical Physics
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Washington, DC 20555-001


