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Voidance of UPMC’s November 3, 2004, 10 CFR 35.615(f)(3) Exemption Request,
and Scheduling of a Licensing Visit to UPMC’s GSR facility,

Summary:

NRC Region | informed Mr. Rosen that NRC was voiding UPMC’s November 3, 2004, 10 CFR
35.615(f)(3) exemption request (ML043270406). NRC explained that the reason for voiding the
November 3, 2006 exemption request was because it was essentially requesting a substitution of a
qualified neurosurgeon to meet the physical presence of a Authorized User during the conduct of a
Gamma Knife treatment, was similar to their October 3, 2002 exemption request (ML022880020), and
that exemption request was previously denied by letter dated March 18, 2003 (ML030620426). NRC
cited the Supplementary Information to the Final Rule which states “We believe that the inherent risk
of these procedures justifies the prescriptiveness of this regulation and that it is important for a
properly trained physician to be available at all times to respond to an emergency...and NRC requires
the physical presence of an AU and an AMP throughout all patient gamma stereotactic radiosurgery
treatments to ensure appropriate response to an emergency and to ensure the correct delivery of
dose” (67 FR 20249 at 20314, 20355 April 24, 2002).

Mr. Rosen explained that the majority of actions taken to ensure correct delivery of dose are taken
before the treatment including secure installation of the stereotactic frame by experience
neurosurgeons, high resolution imaging, collaborative development of a precise computerized
treatment plan, use of high quality equipment, and multiple quality control checks. In addition, trained
and qualified Neurosurgeons are equally capable of taking emergency actions in the event of a failed
treatment because patient extraction is a mechanical procedure rather than an invasive surgical
procedure. Mr. Rosen stated that UPMC'’s team approach provides a higher level of patient safety
than what is required by NRC’s regulations and that UPMC was still interested in pursuing an
exemption to 10 CFR 35.615(f)(3). Mr. Rosen then invited NRC staff responsible for evaluating a GSR
exemption request to visit the UPMC GSR facility, in order to better understand UPMC’s GSR program
and to show NRC staff how UPMC can meet the intent of NRC regulations if granted an exemption to
10 CFR 35.615(f)(3).

NRC Staff accepted the invitation, and scheduled a visit to UPMC’s GSR facility on March 4, 2005.

Action Required:

1) UPMC’s November 3, 2004 exemption request was voided on 2/2/2005 (ML043270406).
2) NRC Staff including Cynthia Flannery, Dr. Donna-Beth Howe, Pamela Henderson, and Randolph
Ragland, will conduct an educational and licensing visit to UPMC’s GSR facility on 3/4/2005.
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