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I 

Dear Ms, Vietti-Cook: ' 

I am a practicing Radiation Oncologist at the Mayo Clinic in Rochester, Minnesota where 
I spend a good part of ea~h day treating men with prostate cancer. Prostate 
brachytherapy, both permanent seed implant and temporary high-dose rate therapy, are a 
central focus of my clinical and research endeavors. In our practice, over a hundred men 
a year will receive a pro~ate brachytherapy procedure. 

: 

I am vmting you in response to the proposed modifications by the U.S. Nuclear 
Regulatory Commission1s (NRC) to 10 CFR 35,40 and 35.3045. Their intent to establish 
separate medical event criteria and written directive requirements for pennanent 
brachytherapy would po~entially result in labeling medically acceptable implants as 
''medical events" (ME's). 

I 

I would like to outline tWo areas in which I believe the proposed modifications fall short 
of the reality ofbrachyt~erapypractice and how they could potentially mis-categorize 
and unfairly punish welHintended and skilled physicians. 

I
 
i
 

First, the proposed rule language for § 35.40(b)(6) and § 35.3045(a)(2) does not take into 
I 

account clinical practice;realities. Many authorized users (AUs) perform real-time, 
adaptive, interactive plar)ning, whereby the written directive and the source strength to be 
implanted are based on the actual volume dynamically detennined during the procedure 
rather than based on the ~re-implant volume. Currently, we at Mayo are actively 
eValuating the role of sUCh adaptive, real-time planning in our practice and anticipate 
incorporating it into our ~outine within the next 4 to 6 months, 
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Our intent in incorporatil1-g real-time planning is that we believe intra-operative plarming 
can be more accurate. It !allows the physician to take into account any alterations in the 
organ volume and shapf< J}lat occur between the time of the pre-plan and the implant 
procedure and therefore llepresents the actual organ volume and implant situation, For 
those perfonning real-time adaptive planning implantation, the total source strength to be 
implanted is detennined intraoperatively during the implantation procedure and not pre­
implant. Further, in our History ofperfonning permanent brachytherapy using pre 
planned techniques, we ~ften modify our plan when intraoperatively we find major 
discrepancies in the glan~ or organ volume from the volumes detennined during the 
preplan, ! 

I whole-heartily support ASTRO's suggested revisions to the proposed regulations. I 
believe this modification!will clarify that the source strength implanted as stated in the 
written directive refers tq the source strength implanted after administration but before 
the patient leaves the post-treatment recovery area. 

Secondly, the definition 6f"treatment site" described in § 35.2 as "the anatomical 
description of the tissue i~tended to receive a radiation dose) as described in a written 
directive" leads to some ~biguity regarding the exact volume that "treatment site" refers 
to in § 35.3045(a)(2)(ii). iWithin radiation oncology, there are various standard volumes 
already defined, including the gross tumor volwne (GTV), which is the volume that 
contains tumor. Two other margins are added to the gross tumor volume during the 
brachytherapy planning process. One margin is added to account for the subclinical 
spread of tumor) which is tenned the "clinical target volume," (CTV) and a second 
margin is added to accouht for uncertainties in source positioning, tumor boundaries, 
isodose constrictions, ett., which is termed the "planning target volume" (PTV). 

These expansion margin~ are not constant but change for different clinical situations, 
particularly if there is hith degree ofuncertainty andlor if there are no adjacent critical 
structures. ' 

I strongly feel that the proposed regulations cross into clinical decision-making by 
specifying margin pararrleters and the source strength to be placed in the margin. The 
NRC will be interfering tnto medical judgment if it dictates the amount of source strength 
the authorized user can place in the margins. Using the definition found at § 35.2 of 
"treatment site" as "the anatomical description of the tissue intended to receive a 
radiation dose, as descri~ed in a written directive" raises ambiguities in terms of the 
proposed medical event E'eports and notifications as it is unclear whether the ''treatment 
site" refers to the gross t or volume or includes the margins in the clinical target 
volume or those in the p arming target volume. 

i 
! 

Once again, I support ASTRO's recommended changes to the definition of ''treatment 
site" at § 35.2 be revised to reflect the distinct clinical areas - gross tumor, the clinical 
target volume, plus a vaJjiable planning target volume. Further, by following ASTRO's 
suggested alternative la~guage, section § 35.3045 (a)(2)(iii) of the proposed rule would 
become superfluous and:therefore could be eliminated. 
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I feel that these suggeste<! modifications to the proposed rule language are necessary 
because in the nDnnal co4rse of some medically acceptable brachytherapy implant 
procedures: a few seeds may come to rest beyond 3 cm (1.2 in) from the outside 
boundary of the treatrne~t site. In my practice this has implications not just in prostate 
cancer implants but also .n brachytherapy implants within the lung. 

I appreciate the oppo~ty to comment on the NRC's proposed changes and hope that 
my comments, in conjunption with those provided from others within the medical 
community, will serve to: help clarify and further develop the proposals prior to full 
implementation. Please £'Fel free to contact me if I can answer any questions. 

Sincerely, 

0, KeIUleth Macdonald 
Macdonald,orlan@mayo~edu 

i 
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