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Washington, DC 20558
Dear Mr, fecretary:

T ar writing te express my strong support for the Petition
for Rulemcking filed by the American College of Nuclear
Physicians an. Lie Society of Nuclear Medicine, I am a
practicing Nuclear medicine physician at Greater Pal tinore
lMedical Center, Paltimore, Maryland., I am deeply concerned over
the revised 10 CFR 35 regulations (effective April, 1987)
governing the medical use of byproduct material as they
significantly impact my ability to practice high-quality Nuclear
Medicine/Nuclear Pharmacy and are preventing ne from providing
optinized care to individuzl patients.

This conterns mainly the reqguirement to an overly strict, in
my opinion, acherence to manufacturer's instructions for kit
preparation,

The NRC should recognize, 1 believe, that the FDA aoes
allow, anc often encourages, other clinical uses of approved
druge and actively discourages the submission of
physician-sponsored IND's that describe new indications for
approved drugs., The package insert was never intended to
prohibit physicians from deviating from it for other indications;
on the contrary, such deviation is necessary for growth in
Geveloping new diagnostic and therapeutic procedurvs. In many
cases, manufacturere will never ¢o back to the FDA to revise a
package insert to include a new indication becctuse it is not
required by the FDA and there is simply no economic incentive to
do 80.

Currently, the regulatory provisions in Part 35 (35,100,
35,200, 35,300 and 33,17 (a)(4) do not ellow practices which are
legitimate and legal under FD2 regulatiors and State medicine and
pharmacy lawe, It ie cobvious, that these regulations therecfore
inappropriately interfere with the practice of medicine, which
cirectly contradicts the NRC's Medical Policy statement against
such interierence.
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Finally, I would like to point out that highly restrictive
KRC regulations, in my opinion, will only jeoparcize publ ic
health and sefety by: restricting access to appropriate Nuclear
Medaicine procecurecs; exposing patients to higher radiation
absorbec doses from elternative legal, but rnon-optimal studies:
ena exposing hospital personnel to higher radiation absoreed
doscs beccugse Of unwarrantedw, repetitive ,iuccuuies, The NRC
BLioulc not strive to construct proscriptive regulations to cover
all aspects of nedicine, nor should it attempt to regulate
raciopharmeceutical use, Instead, the NRC should rely on the
expertisc of the FDA, State Boarcds of Pharmecy, State Boarde of
iedical Quality Assurance, the Joint Comuission € Accreditation
arnd Fealthcare Orgendzatiore, zecietion Befoty cagr dlleen,
iretituticadd Q74 veview paociCrvrer, e pert Lugert L1y,
T tictel Judgenent of physicione 81¢ plenmccdile wia haw
' VATt v it ecrdriater M poaelire thiore neterddde,

fPirce e YooY Lriroyy seguletory focum & ieare 16 DL dad.gis
0 e el st tleted prowpption that misadninistrations,
particularly those involving ciagnostic radiophamaceuticels,
e a perious threat to the Mudie heall) ince gpfety, I strongly
Wge e ERC to pursue & cuonprelenciv. stady o o rejutelle
ecientific panel, such as the Nationsl Acecermy of €.iences cr the
NCRP, to asecus the radiobiological effects of miss indstlreticr:
f1em Ruelear leaicine diagnostic and therepeutic studies, I
firmly belicve that the results of such & study will demonstrate
that the NRC's efforte to inpose more and more stringent
regulations are unnecessary and non cost-cffective irn reletion to
the extremnely low health risks of these studies.

In closing, I strongly urgc the NRC to adopt the ACHE/LM
petition for Rulemaking as expeditiously as possible,

8incerely,

ben V. INE

Dragan V% Jezic
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