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February 20, 2004
Annette L. Vietti-Cook, Secretary VIA Email: SECY@nrc.gov

US Nuclear Regulatory Commission
Washington, DC 20555-0001

RE: (RIN 3150-AH19) Medical Use of Byproduct Material—Recognition of
Specialty Boards, Proposed Rule, December 9, 2003

Dear Ms. Vietti-Cook:

IRSA (International RadioSurgery Association)' appreciates the opportunity to provide
comments on the proposed rule for the Medical Use of Byproduct Material, announced in
the Federal Register on December 9, 2003. IRSA has a long-standing position of
advocating for the safety of radiosurgery procedures.

IRSA is concerned over patient safety and operational issues affecting the use of gamma
stereotactic radiosurgery units. The recommendations presented here are the product of a
task force of IRSA’s hospital administrators and our physician advisors. We believe our
issues to be simple and the recommendations would provide enhanced safety levels for
treatments utilizing the gamma stereotactic radiosurgery units.

Until recently all gamma stereotactic radiosurgery units were hospital based. Within the
last year the NRC licensed a unit (Easton, Pennsylvania) that is freestanding without
Ambulatory Surgical Center certification or hospital affiliation. Our Association believes
that the lack of oversight in such facilities, will have a detrimental affect on patient
safety. The hospital based gamma units have the advantage of a large institution of
policies and oversight to protect the patient. We offer the following recommendations to
mitigate future significant safety issues for patients.

! IRSA is an association which represents the gamma stereotactic radiosurgery unit’s installation base.
Installations of this type are primarily hospital based and specialize in treating brain tumors and brain
disorders. The Association’s mission is to provide education and guidance on radiosurgery to
governments, regulatory agencies, insurers, patients and referring physicians. This is accompllshed
through providing practice guidelines, position statements, general literature, and comments on issues
affecting operations or patient safety.
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Issue No. 1:

The blurring of the definition of stereotactic radiosurgery and stereotactic radiotherapy
has caused problems for patients seeking trefatment. (Section 35.2 Definitions, 10 CFR
part 35).

Stereotactic Radiosurgery is by definition one-session. Radiosurgery may be gamma or
linear accelerator based. The same as open skull surgery, it must be performed in one
session and cannot occur over days. Radiosurgery occurs in lieu of surgery and is limited
with gamma technology to intracranial locations. Radiosurgery is always performed by a
neurosurgeon when utilizing gamma radiosurgery (Gamma Knife and RGS) systems. A
multi-disciplinary team provides assistance to the neurosurgeon which generally consists
of a radiation oncologist, physicist and registered nurse.

Stereotactic Radiotherapy occurs over days or weeks with a linear accelerator as the
ability to completely immobilize within the spine and body does not exist. Radiotherapy
is neither as precise nor as high dose as radiosurgery. Radiotherapy is more commonly
known as XRT (X-Ray Radiation Therapy), and fractionated radiotherapy, among others.
Radiotherapy is primarily directed by a radiation oncologist with a physicist and a
radiation therapist without a surgeon or neurosurgeon. Fractionated radiation therapy
technique includes IMRT.

Recommendation:
1. Amend the definition of Stereotactic radiosurgery in include the words “in one
session.”
2. Add a definition for Stereotactic radiotherapy defined as “the use of external

radiation in conjunction with a stereotactic guidance device to deliver a partial
therapeutic dose to a tissue volume over a series of sessions.

Issue No. 2:
Authorized user for gamma stereotactic radiosurgery should specifically include the
neurosurgeon. (Section 35.690(a)(1), part 10 CFR 35.)

The gamma radiosurgery treatment is a one session treatment that requires a unique
understanding and education in the neuroanatomy of the brain and the consequences of
radiosurgery treatment to critical areas of the brain. A neurosurgeon is the only trained
physician with this understanding. Without the neurosurgeon being an authorized user
the NRC may be inadvertently allowing treatments within the brain to be performed
without the benefit of any surgeon.

Recommendation;

IRSA strongly recommends that neurosurgeons be a required authorized user of the
gamma stereotactic radiosurgery treatment. To operate without the neurosurgeon as an
authorized user is negligent.
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Issue No. 3:
Written directives for gamma stereotactic radiosurgery, should require both the signature

of the treating neurosurgeon and the radiation oncologist. (Section 35.40 (b)(3), Written
Directives, 10 CFR part 35.)

Gamma stereotactic radiosurgery is a neurosurgical instrument and is utilized in lieu of
open skull surgery or as an adjunct to open skull surgery. It is not a substitute for
radiation therapy or other specialized radiation treatments. The technology is limited by
virtue of its design to treatments within the brain.

Gamma stereotactic radiosurgery requires a_neurosurgeon to plan and target the
appropriate site with the brain. It also requires both the neurosurgeon and radiation

oncologist to approve the radiation dose. Authorized users (radiation oncologist,
physicist and radiation therapist) are not trained in the anatomical structures of the brain
and subsequent harm to the patient including death, blindness, and paralysis can occur
from an inappropriate surgical plan completed by one of the above authorized users
without the guidance of the neurosurgeon.

IRSA also wishes to suggest the correct language and terminology that applies to gamma
stereotactic radiosurgery that should be included in the amended section.

Recommendation:

Amend Section 35.40(b)(3) to read: For gamma stereotactic radiosurgery: The total dose,
margin dose and isodose level for each anatomically distinct treatment site and the target
coordinate settings for each anatomically distinct treatment site must be dated and signed
by the neurosurgeon and the radiation oncologist before the administration of ...

Issue No. 4:
The neurosurgeon should be required to be physically present throughout all patient
treatments involving the gamma unit. Both the neurosurgeon and the radiation oncologist

should be required to be present during the initiation of the treatment. (Section
35.615(f)(3), part 10 CFR 35.)

Gamma stereotactic radiosurgery is conducted with the use of conscious sedation and
may utilize full anesthesia. The patient is monitored by specialty trained registered
nurses throughout the treatment, and the patient is usually under IV therapy during
treatment. The nurses are required to have advanced cardiac life support training. The
patient received a high dose of radiation to a pinpoint area of the brain. It would not be
uncommon for a patient to have a seizure if treated on the ‘motor strip’ of the brain or
other medical emergency during treatment.

The neurosurgeon is the only physician available to respond to medical emergencies.
The radiation oncologist and physicist are not trained in this area. Until recently, NRC
Region 1 required that the neurosurgeon remain ‘available’ during treatment. Our
Association standards require the neurosurgeon to remain present during the entire
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treatment. More recently, the NRC has allowed the radiation oncologist to leave the
treatment area after approval of the written direction and initiation of the treatment.
IRSA agrees that the radiation oncologist should be allowed to leave, but we firmly
believe that the neurosurgeon should be required to be present.

We are aware of neurosurgeons that leave the gamma suite during treatment to perform
surgery in the operation room on another patient, or leave the hospital entirely.
Therefore, they are unavailable if there should be an emergency in the unit. We strongly
urge the NRC to require the neurosurgeon to be physically present or in the immediate
vicinity during the entire treatment.

Recommendation: :
IRSA recommends the following language be added to Section 35.615(f)(3), 10 CFR part
35:

1. For gamma stereotactic radiosurgery units, require an authorized medical
physicist and _a neurosurgeon to be physically present in the immediate
vicinity throughout all patient treatments involving the unit.

2. New Statement: For gamma_stereotactic radiosurgery units, require the
radiation oncologist to be present for the initiation of the patient treatment

involving the unit.

IRSA appreciates the opportunity to make comments and recommendations, and looks
forward to working with the NRC to address these important issues in gamma stereotactic
radiosurgery operations and patient safety. We would welcome the opportunity to
discuss these issues in more detail. We hope that the issues of safety for patients and
operations will allow the NRC to see its way to making appropriate changes in the
regulations to ensure that the future installation of gamma stereotactic radiosurgery units
in untraditional environments will operate in a safe manner.

Sincerely,

RebeccaEmerick L. Dade Lunsford

Rebecca L. Emerick, MS, MBA, CPA L. Dade Lunsford, M.D., F.A.C.S.
Executive Director Chair, IRSA Physician Advisory Board

(Electronically Signed)
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