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General Comment 

I would like to comment on RlN 3150-A126 draft rule language for the proposed 
changes to 1OCFR relating to medical events in brachytherapy. I am a clinical 
physicist and as such, I understand the importance of following a written directive, and 
clarifying and reporting a medical event. The proposed changes however would negate 
several advances made in prostate brachytherapy through the years. 

One of the advances has been the advent of ?in OR planning? One process for this is 
to order seeds based on either a nomogram or estimate of prostate volume. The 
patient is then brought to the operating room at a later date. 

The patient is imaged and the plan is created in the OR. The authorized user directs 
the creation of the plan using ?real time? images of the prostate and needles. The plan 
is adjusted and created as the seeds are going in, and the physician can visualize the 
seeds are as they are being deposited. The changing shape and size of the prostate is 
accounted for in real time as the physician directs where the seeds (and dose) should 
go. 

I have used many different techniques and have found that this technique gives post 
plans that are virtually identical to the physician?s intent. The authorized user is in 
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charge of every step of this process and shapes the results to be what is clinically in 
the best interests of the patient. 

The proposed rule change would make this procedure impossible. It is the interaction 
between the physician and the plan to account for the prostate as it is real time in the 
OR that makes this technique so accurate. The requirement to stick to a (preplanned) 
written directive would hamper the practice of medicine for those physicians who use 
this technique. The physician needs flexibility to change the written directive during the 
operation according to clinical reality. 

The intent of the law (to prevent mistakes made that are detrimental to the patient) would 
be best served having the criteria for a medical event be based on the total source 
strength differing from a post implant written directive. 

Also, including in the definition of a medical event the ?failure to prepare a written 
directive? is unnecessary. The fact that this is already a violation of regulations 
provides adequate deterrence. A ?mcdical event? should be something that has the 
potential to harm the patient by delivering a significant difference in the dose to the 
patient. 

Thank you for the opportunity to comment on the proposed draft language, 

Rebecca Kitchen, MS, DABR 
Clinical Medical Physicist 
Rebecca. ki tchen@aurora.org 
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Attached for docketing is a comment from Rebecca Kitchen on the above noted proposed rule (73 FR 45635) 
that I received via regulations.gov on 9/17/08. 
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