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I am wvriting on behalf of the Regulatory Affeirs
Committee, Greater Nev York Chapter of the -ociety of
Nuclear Medicine. Our cormittee is in strong support
of the Petition for Rulemaking fi%ed by the Americen
College of Nuclear Phymicians and the Society of
Nuclear Medicine. We are deeply concerned asver the
revised 10 CFR 35 regulations (effective April, 1987)
governing the medical use of byproduct material as
they severely impact the ability of professionals to
practice high-quality Nuclear Medicine/Nuclear
Pharmacy end prevents us from providing the optimal
care of individual petiants.

December 12, 1989

Dear Mr. Secretary:

Our committee represents several Nucleer Medicine
specitlties ond has experienced the interference
caused by these regulations ir several diasgnostir and
therapeutic aspects, in particular the strict
adherence to inetructions for kit preparations, FDA
arproved indicatione, route of administration,
activity levels, kit preparation, and expirstion
times.

The NRC should recognize that the FDA does allow,
and often encourages otl- * clinical uses of approved
drugs, and actively discouragese the submission of
physician-sponsored IND’s that describe new
indications for spproved druge. The package insert
vae never intended to prohibit physicians from
deviating from it for other indicetions; on the
contrary, such deviation is necessary for growth in
developing nev diagnostic and therapeutic proczdures.
In many cases, manufacturere vill never go back to the
FDA to revise & package insert to include a new
indication beceuse it is not required by the FDA and
there is simply no economic incentive to dc so.

Currently, the regulatory provisione in Part 35
(35,100, 3%.200, 35.300 and 33.17(a)(4)) do not allow
practices which sre legitimate and legal under FDA
regulations and State medicine and pharmacy lave.
These regulationc therefore inappropriately interfere
vith the practice of medicine, which directly
contradicte the NRC’'s Medical Policy stetement against
such interference.
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These highly restrictive regulations will only jeopardize
public health and safety by: reastricting acceses to appropriate
Nuclear Medicine procedures; expoeing patiente to higher
radiation absorbed doses from alterr:‘*ive legal, but non-
Optimal studies; and exposing health care personnel to higher
radiation sbsorbed doses because of unvarranted, repetitive
procedures. The NRC should not strive to construct
proscriptive regulations to cover all asspects of med.cine, nor
should it attempt to regulate radiopharmaceutical uswe. Instead
the NPC should rely on the expertise of the FDA, State Boards
of Fh rmacy, State Boarde of Medical Quality Assurance, the
Joint Commission on Accreditation of Healthcare Orgenizations,
radiation sefety committees, institutionsl ©/A review
procedures, and most importantly, the professionel judgement of
physicians and pharmaciste wvhc ha.e been vell trained to
admninist~r and prepare the¢se materials.

Since the NRC's primary regulatory focus aPpears to be
based on the unsubstantiated assumption that
misadministrations, particularly thoee involving diagnostic
rediopharmaceuticals, pose a serious threat to the public
health and safety, ve strongly urge the WRC to pursue a
comprehensive study by a reputeble scientific panel, s''=h as
the Nationel Academy of Sciences or the NCRP, to esssesc the
radiobioclogic effecte of misadministrations from “icleer
Medicine diagnostic and therapeutic studies. Ve iarmly believe
that the results of such a study will demonstrate that the
NRC’s efforts to impose more stringent regulations are
urnsrcessary and not cost-effective in relation to the extremely
lovy health risks of these studies.

{n cloring, the Regulatory Affairs Committee, Greater New
York Chapter of the Society of Nuclear Medicine strcuagly urges
the NRC to adopt the ACNP/ENM "etition for Rulemaking as
expeditiously ws possible.
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