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June 22,2011 

United States 

Nuclear Regulatory Commission 
Region Ill 

2443 Warrenville Road, Suite 210 
Lisle, Illinois 60532-4352 

RE: Response to an Apparent Violation in Inspection Report No. 030-10532/2010-001(DNMS); 
EA-11-109 

Dear Nuclear Regulatory Commission: 

Liberty Hospital has chosen to  respond in writing to the apparent violation. Julie Osbahr, 
Director of Radiology spoke with Pat Loden a t  the NRC on June 14, 2011, to  confirm this 
decision and below is our response. 

Liberty Hospital would like to  take this opportunity to  thank Darrel Wiedeman, Senior Health 
Physicist and Michael LaFranzo, Senior Health Physicist for doing a thorough investigation of the 
medical event which occurred on October 6,2010. They identified that the root cause of the 
medical event was failure t o  verify the location of the prostate properly before implanting the 
seeds. The contributing causes to  the medical event included the failure to  properly verify the 

position of the prostate before beginning the procedure and the difficulty the surgeon had with 
placing the patient in the proper position for the surgical procedure because of the patient’s 
partial paralysis. 

The radiation oncologist followed up with the patient on November 3, 2010, January 26, 2011, 

February 11,2011, and April 19, 2011. He had developed proctitis, but that condition i s  an 
accepted complication from prostate brachytherapy. On April 19, 2011, his bowel irregularity 
had slightly increased compared to  that of February 15, 2011. In follow up April 19, 2011, the 
patient did not state any chronic pain of the pelvis floor and has chosen not to  pursue active 
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treatment. The radiation oncologist will see him in clinic for a six month follow up which has 
been scheduled for October 18, 2011. A t  that time, he will recheck his PSA levels. 

We have since initiated several immediate and long term corrective actions to  address the 

apparent violation and to prevent similar medical events. Our corrective measures are now 
documented in our policies and procedures. They include: 

1. 

2. 

3. 

4. 

5. 

An ultrasound image of the prostate to verify the dimensions of the prostate to 
determine if they match the pre-plan image; 

After the insertion of each seed strand, a sagital view of the prostate or a fluoroscopic 
image of the pelvic area will be obtained to  verify seed position in the patient; 
Verification and documentation of the depth of insertion of the needles in relationship 
to  the balloon on the Foley catheter in the bladder by both the urologist and radiation 

oncologist who are present; 

Documentation of the placement of seeds by capturing the ultrasound image for the 
central needle in each row of needles. The depth of needle placement i s  also verified by 

noting the distance from the edge of the Brachytherapy template to  the hub of the 
needle as measured by markings on the side of the implant needles themselves; and 

Verification of the stability of the source strands as the needle is retracted free of 
sources on the sagital ultrasound images in real time. 

We initiated the above changes immediately t o  ensure future patient safety. We have worked 

with our radiation oncologist to  consolidate his process into one Liberty Hospital guideline, 
Prostate Brachytherapy Policy/ Procedure / QA Program. We believe this new guideline 
addresses the entire pre-procedure through post procedure processes. This guideline was 

approved in April 2011. We have reviewed 100% of patient charts that had Brachytherapy 

procedures since October 6, 2011 and can confirm that the radiation oncologist’s 
documentation indicates that he has properly implemented the safety measures that we have 
stated in our Policy / Procedure / QA Program. 

Sincerely, 

David Feess 

Interim Administrator/Chief Executive Officer 


