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Re: Comments on Proposed Rule for Medical Use of Byproduct Material-Amendments/Medical Event 
Definitions (RIN 3150-AI26, NRC-2008-0071) [See 73 FR 45635 (August 6, 2008)] 

Dear Ms. Vietti-Cook: 

I am Leland Rogers, a radiation oncologist in Utah, based in Salt Lake City. My practice, and indeed that of my 
6-physician single specialty group, is brachytherapy. We have a very busy brachytherapy schedule, and treat 
over 500 patients each year with a variety of brachytherapy procedures. The majority of these are for our 
patients with prostate cancer, followed by breast cancer, head and neck tumors, and gynecologic brachytherapy. 

I am corresponding with you to voice my opinion regarding the NRC's proposed modifications to 10 CFR 35.40 
and 35.3045. This purports to establish updated medical event criteria and written directive requirements for 
permanent brachytherapy. In its current form, the proposed amendments would needlessly categorize some 
perfectly acceptable, and even excellent brachytherapy procedures as medical events (MEs). 

1. TIMING OF WRITTEN DIRECTIVE AND MEDIC4L EVENTS 

The proposed rule language for § 35.40(b)(6) and § 35.3045(a)(2) does not sufficiently take into account some 
important results of good clinical practice, nor some of its critical practical realities. Many physician authorized 
users (AUs) perform real-time, adaptive, interactive planning, whereby the written directive (WD) and the 
source strength to be implanted are based on the volume dynamically determined in real time in the operating 
room, during the brachytherapy procedure itself. Owing to a variety of reasons, it is not odd for this to differ 
from the findings of pre-implant imaging. 

Such real-time planning is a more accurate method of implantation. It allows the physician to take into account 
alterations in the organ volume and contour that occur between the time of the pre-plan and the implant 
procedure and therefore represents the actual organ volume and implant situation. For those performing real
time adaptive planning implantation, the total source strength to be implanted is determined intraoperatively 
during the implantation procedure and not pre-implant. Further, even those performing permanent 
brachytherapy using preplanned techniques will often modify their plan if intraoperatively they find major 
discrepancies in the gland or organ volume from the volumes determined during the preplan. 
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I support ASTRa's suggested revisions to the proposed regulations, and believe this modification will clarify 
that the source strength implanted as stated in the WD refers to the source strength implanted after 
administration but before the patient leaves the post-treatment recovery area. 

2. DEFINITION OF TREATMENT SITE 

The definition of "treatment site" described in § 35.2 as "the anatomical description of the tissue intended to 
receive a radiation dose, as described in a written directive" leads to some ambiguity regarding the exact 
volume that "treatment site" refers to in § 35.3045(a)(2)(ii). There are various standard volumes already defined 
in radiation oncology, including the gross tumor volume, 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," and a second 
margin is added to account for uncertainties in source positioning, tumor boundaries, isodose constrictions, etc., 
which is tenned the "planning target volume." 

These expansion margins are not constant but change for different clinical situations. Radiation oncologists use 
a larger margin if there is high degree of uncertainty and/or if there are no adjacent critical structures. 
Conversely, the margins are smaller if the boundary is distinct and/or if there are adjacent critical structures. 

The proposed regulations improperly cross into clinical decision-making by specifying margin parameters and 
the source strength to be placed in the margin. The NRC will be interfering into medical judgment ifit 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 described 
in a written directive" raises ambiguities in tenns of the proposed medical event reports and notifications as it is 
unclear whether the "treatment site" refers to the gross tumor volume or includes the margins in the clinical 
target volume or those in the planning target volume. 

I support ASTRa'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 variable planning target volume. Further, 
by following ASTRa's suggested alternative language, section § 35.3045 (a)(2)(iii) of the proposed rule would 
become superfluous and therefore could be eliminated. 

I believe that these suggested modifications to the proposed rule language are necessary because in the nonnal 
course 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 treatment site. On occasion this is purposeful and intended to 
improve the dose distribution to a particular site, and on other occasions occurs s a result of seed migration. 
Such seed migrations can, for instance, occur as a vacuum phenomenon from retraction of the brachytherapy 
applicator. This is not a rare event, and I have yet to witness any adverse clinical event attributable to it. 

Thank you for the opportunity to provide comments on the NRC's proposed rule changes to 10 CFR 35.40 and 
35.3045 related to medical events in pennanent implant brachytherapy. You may, of course, contact me at 801
350-8400 if you have any further questions. 

With Kind Regards, 

Leland Rogers MD, FACRO 
GammaWest Brachytherapy 
1050 E. South Temple 
Salt LakeCity,UT 84102 
phone: (80 I) 350-8400 
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fax: (801) 350-4021
 
email: Leland@GammaWest.com
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