éc.uxa

BER
s by PRM 35"7 :

'Wcmm RULE TON s
(SYFR 38329

S & W Cantatn 8 OCC =4 P2:40

U.S. Nuclear Regulatary Oommission
Washingtan, IC 206855 g
| PRI o

Attention: Docketing and Service Rranch, RE: Dodet Mo, PRM-35-9
ladies ad Gentlemen:

This letter is in sypart of the Arerican Oollege of Nuclear Prysicians and the Society of
Nclear Medicine; Retition far Rulamking. This Petition far Rulemaking is necessary to
clarify the ability of pharmecists and ghysicians to practice pharmacy and medicine.

Nrlear phanmcists conpord and dispense radioghanmacauticals upon the arder of a licensed
physician has the clinical expertise to decide what study a particular patient needs and wat
radiogharmecautical should be used. The nclear phrmecist has the expartise to copand the
radioghanmecautical the physician arders. The practice of medicine and phermecy is clearly
governed by the states regardless of specialty. NRC regulation of the practice of these mo-
fessionals must be avoided sirce it will henper the physicians and phamecists ability to de-
liver qelity patient care.

Of particular interest is the NRC's recent re-interpretation of license conditions far muclear
pharmecies and regulations far nuclear medicine licensees. At issee is a requirement to strict-
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the maufacturers macage insert. The package insert infarmation should be onsidered as a
guideline in the preparation and use of any product, hut pharmacists mst have the ability to
use professional judgemant in compaunding to assure the prescribing physician receives the most
efficacious product far his/ther patient.

Physicians mst also prescribe products vhich are nost appropriate far their individal atients.
A strict following of the package insert would delay ar prevent diagnosis of disease in sae
atients. The quality of medical care far these patients could be greatly incremsed if their
diagnoses were supplarented with nuclear medicine studies.,

This Patition far Rulemakirg is necessary to clarify that physicians and pramacists have the
flexibility to use radicpharmacautical products as necessary and approriate in the diagnosis and
treatment of patients. Death, injury, ar inappropriate treatment of patients may result from
any mendated, vertatin following of the package insert instructians.

1 strogly urge you to ansider the AOW/SWM's Petition for Rulemaking. Its adoption would clarify
the ability of Nuclear Medicine Physicians and Nclear Pharmacists to give the best patient care.

Sincerely,
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Miceel S. Msley, RPh OWM 35-9 PDR
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