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Senator Susan Collins
172 Russell Senate Office Building
Ist and C Streets, N.E.
Washington, D.C. 20510

Dear Senator Collins:

I am writing about concerns I have with diagnostic nuclear cardiology and experimentalK.> intravascular brachytherapy. The nuclear regulatory commission (NRC) is currently in the
process of revising its regulations governing the medical use of isotopes In an effort to make the
training and experience requirements more reflective of the level of radiation risk they present.

In the area of nuclear cardiology, the NRC's advisory council for medical use of isotopes has
endorsed streamlining the radiation safety training and experience requirements for diagnostic
nuclear cardiology to 120 hours bccausc of the minimal risk to patients and public safety. Thei
current level I believe is 1,200 hours. I am strongly in favor of a more reasonable level of
regulation of training needed for these diagnostic tests and strongly support the NRC staff's
proposed reduction to 120 hours. Radio isotopes have been used for several decades tM Create
images of the heart with minimal risk to patients and to public safety. These images help
cardiovascular specialists evaluate heart function and blood flow. The cardiology community
has developed effective training programs for cardiovascular specialists who perform nuclear
cardiology procedures. These physicians are also training in the use of medical isotopes during
their residencies. Reflecting the safety of nuclear cardiology procedures and the training which
cardiovascular specialists receive in this area, the NRC's advisory committee on medical use of
isotopes supports streamlining the training and cxpcricncc requircments for theac procedures to
120 hours.

Intravascular brachytherapy is an experimental procedure which currently is only being
performed in large academic medical centers under strict oversight. Because the procedure Is
experimental and because different modalities are being tested, I agree with the NRC that it is
premature to set any definitive training and experience requirements in this area. I strongly
support the NRC's risk-based approach. Intravascular brachytherapy is an experimental
procedure which prevents arteries from re-closing after blint p bballoon angioplasty or
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other similar procedures. In this procedure, a cardiovascular specialist texpnvR the. coronary
artery walls to a low level radioactive source while clearing the arterial blockage. Because it is
still experimental, this proccdurc is only being performed in large academic medical clitetI
under the approval of institutional review boards using strict protocols. Cardiologists are
teaming with medical physicists and radiation oncologists to determine the best method for using
intravascular brachytherapy. It is too early for the NRC to set any definitive training and
experience requirements for physicians using intravascular brachytberapy. I suggest that the
NRC reserve judgement in this area until the technology has developed to the point where
regulatory standards can be developed with confidence based on the risks of the radio isotope
selected. It Is my understanding that the radiology community is telling members of congress
that these changes proposed by the NRC will Jeopardize patient care and cause Incidents
deleterious to patient care to occur with greater frequency. I am unaware of any evidence that
supports these clams. I strongly urge you to contact the NRC in support of its risk-basod
approach to revising Its training and experience requirements for the medical use of radio
isotopes.

Sincerely yours,

Robert i Hoffiann, M.D.
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