From: Sandra Gabiriel

To: msheetz@pitt.edu
Date: Sat, Aug 4, 2007 6:35 PM
Subject: Additional information for Perfexion possession/testing amendment, mail

control 140839/140865

Licensee: University of Pittsburgh
License No.: 37-00245-09
Docket No.: 03029418

Mail Control No.: 140839/140865

To: Mike Sheetz, Radiation Safety Officer

We will be able to issue the amendment by your August 10 deadline if you provide the following
additional information:

1) Your letter dated July 27, 2007 was sent under the signature of the RSO. Please provide
a statement by Randy Juhl (or another senior manager) stating that they have reviewed and
concur with the information provided in that letter. (Future submissions related to Perfexion
licensing should also be submitted under management signature.)

2) You provided certificates of attendance of two of your physicists at the Leksell Gamma
Knife Perfexion 4-day Technical Training course and 2-day System Start Training course. We
are familiar with the outline of the 4-day Technical and Applications Introductory Course,
however we have not had the opportunity to review outlines of the courses attended by your
physicists. Please provide these and confirm that your two physicists were trained by Elekta in
the differences between Perfexion and the other gamma knife models with which they have
worked.

We plan to issue the Perfexion possession/testing amendment under mail control 140865,
which also adds Josef Novotny, Ph.D. as authorized medical physicist in accordance with the
letter dated July 24, 2007.

We are continuing to review your submitted information regarding authorization for clinical use
of the Perfexion unit, and have identified the following items requiring further information.
Please address each of these issues, referencing mail control 140839 in your response:

a) Authorized Users: For clinical use to be authorized, it will be necessary to name at least
one Perfexion authorized user who meets the requirements in the licensing guidance, or to
propose alternative qualifications. Proposal of alternative qualifications may result in delays in
issuance of the clinical use amendment.

b) Emergency Procedures:

i) Your letter dated July 27, 2007 included revised emergency procedures. Two items
addressed in your initial emergency procedures are no longer included ("closing the shielding
doors manually" and "closing the radiation sectors manually"), although your revised
procedures do reference these sections of the Perfexion Instructions for Use. Please confirm
that you will restore the sections of your original emergency procedures for manual closing of
the shielding doors and radiation sectors manually.

ii) Also confirm that you will update your emergency procedures to include the process
for restricting access to and posting of the treatment area to minimize the risk of inadvertent
exposure; and the names and telephone numbers of the authorized users, the authorized
medical physicist, and the Radiation Safety Officer to be contacted if the unit or console
operates abnormally, as required by 35.610(a)(4)(ii) and (iii).

c) Checks of emergency timing circuits: You indicated that you will not follow the
requirements of 35.635 and 35.645 for checks of emergency timing circuits, although the
Perfexion licensing guidance did not provide relief from these specific requirements. Our



understanding is that a secondary timer can be displayed on the Perfexion control console by
choosing "User Administration Function", then "Set Preferences", then checking the box for
"Secondary treatment timer always visible." Comparison of the displays for the primary and
secondary timers could be considered a spot-check of emergency timing circuits. We also
understand that time parameters are displayed on an LED panel accessible behind the
treatment unit itself, thereby retaining a record of treatment time if the treatment console
computer loses power. A periodic comparison of the time displayed on the LED panel with the
primary timer display could also be considered a spot-check of emergency timing parameters.

d) Daily spot-check of coordinate frame, frame adapter, and docking device: You proposed
to perform the focus precision check daily, which verifies that these devices are securely
mounted and functioning properly. This seems reasonable to me, although there is no
requirement to do a focus precision check daily. Because future inspectors may be looking for
a record of daily testing of coordinate frame/frame adapter/docking device, please consider
annotating item 10 of your Daily Quality Assurance Procedures and associated form to indicate
that the focus precision check verifies that the coordinate frame/frame adapter/docking device
are securely mounted and functioning properly.

e) Check before each patient use of frame adapter and connection to coordinate frame: The
Perfexion licensing guidance asks for this to be done before each patient use (i.e., multiple
times per day if multiple patients are treated). | was unable to locate a discussion of this
commitment in your letter dated July 27.

f) Semi-annual confirmation that each sector moves correctly to each position (performed by
vendor): The Perfexion licensing guidance asks for this test and description of the record to be
included in spot-check procedures. Has Elekta provided to you a copy of the procedure for this
test, so that you can submit this as part of your spot-check procedures?

g) Method for timer accuracy/linearity tests: Your procedures describe use of a stopwatch or
electronic clock. Please note the NRC's current expectation that timer accuracy and linearity
measurements will be made using radiation measurements, at least over the useful range of
your dosimetry system.

h) Please note that we did not review the full calibration procedures submitted as
Attachment Il to your letter dated July 27, as these are not required to be submitted. These
procedures will be reviewed during inspections. No response to this item is required.

| will be in the office on Monday, then traveling to NRC Headquarters on Tuesday and returning
on Wednesday afternoon. | will check voicemail and e-mail messages periodically while | am
away.

Thank you,

Sandy Gabriel, Ph.D.
Senior Health Physicist
Medical Branch

NRC Region |
610-337-5182
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