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Secretary of the Commission
U.8. Nuclear Regulatcory Commission
Washington, DC 2@SES

Attenticorn: Docketing and Service Eranch, R[: Docket Nc.
FRM=-35-9

Ladies and Gentlemen:

This letter is in support of the American Ceollege of Nuclear
Physicians and the Scciety of Nuclear Medicine; Petiticm for
Rulemaking. This FPetition for Rulemaking is recessary to clarify
the ability of phrrmacists and physicians to practice pharmacy
and medicine.

Nuclear pharmacists compound and dispense radicopharmaceut icals
upcarn the order of a licernsed rnuclear physiciar. Eoth ruclear |
pharmacists and physicians are trairned professionals. The
physician Fas the clinical expertise to decide what study a
particular patient rneeds and what radicpharmaceut ical should be
used. The ruclear pharmacist has the expert.ise to compound the }
radicpharmaceutical the physician o ders. The practice of
redicine and pharmacy is clearly poverred by the States i
regardless of specialty. NRC regulation of the practice of these i
professiornals must be avoided since 1t will hamper the physicians |
and pharmacists ability to deliver guality patient care.

\

Of particular interest is the NRC's recent reinterpretation of
license conditicons for nuclear pharmacies and reguleticons for
niclear medicine licensees. At issue 1s a requirement to |
strictly follow the marnufacturer's instructione for preparaticon ‘
of rad.-pharmaceuticals as printed i1 the marnufacture:'s package
insert. The pa-kage insert information should be considered as &
guideline in the preparation and use of any product, but
pharmacists must have the ability to use professicnal jucgemernt
in compounding to assure the prescribing physicilan receives the
most efficacious product for his/her patient.
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Physicians must also prescribe products which are most
appropriate for their irdividual patients., A strict following of
the package irnsert would delay or prevernt diagrnosis of disease in
some patients., The quality of medical care for these patients
could be greatly increased if their diagnoses were supplemented
with nuclear medicine studies.

This Petiticor for Rulemakirng is riecessary to clarify that
physicians and pharmacists have the flexibility to use
radicpharmaceut ical products as necessary and appropriate in the
diagrnosis and trextmant of patients. Death, injury, or
inappropriate trea.ment of patients may »esult from

any maridated, verbatim following of the packape insert
instructicons.

1 urge you to strongly consider the ACNFR/SNM's Fetitior for
Rulemakinn, Its adoption would clarify the ability of Nuclear
Medicirne "hvsicians and Nuclear Fharmacists to pive the best
patient care.

Tharnk you.
Yours truly,

DD Insps™

DGV id g. Hle"witZ, :'h- Dn 4 Rn ;'n.
Chief, Fharmacy Compliance



