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ATTN: DOCKETING AND SERVICE BRANCH

RE: DOCKET #: PRM-35-9

Lapies aneo GENT =MEN,

I AM WRITING THIE LETTER IN SUPFORT OF THE AMERICAN COLLEGE OF

NUCLEAR PHYSICIANE AND THE SOCIETY OF NuC.EaR MEDICINE! PETITION
FOR RULE MAMING.

NUCLEAR PHARMACIETS FRE® ARE » COMFOUND AND DISFENSE
KADIOPHMARMACUTICALS IN ACCORDANCE WITH L) LICENZED NUCLEAR
PHYSICIANE ORDERS. THE NUCLEAR FPHYEICIZN DETERMINES WHAT

RADIOPHARMACSUTICAL 16 NECESSARY ON AN INDIVIDUAL CASE BASIS AND
THEN THE NUCLEAR PHARMACIET MAE ThE EXPERTISF AND TRAINING TO
FPREFARE ENACTLY WHAT THE PHYBICIAN HAE ORDERED., THIS RELATIONSHIP
16 CLEAKLY DEFINED AND REGULATED AT THE STATE LEVEL BY THEIR
RESFECTIVE LICENSING BOARDSE, NRC REGULATION OF THIE RELATIONSWIF
CLEARLY HAMFERS TH! 'HYSICIANE AND PHARMACISTE ABILITY TO DELIVER
QUALITY CARE.

AT I1SBUE 18 THE NRC RECENT REINTERPERTATION OF LICENSE CONDITION
FOR NUCLEAR PHARMACIEE BYATING THAT A NUCLEAR FHARMACIET MUST BE
ETRICTLY ADHERE TO PACKAGE INSERTS. WHILE THE MANUFACTURES
FACKAGE INSERT SMOULD SERVE AE A GUIDELINE FOR THE PREFPARATION OF
AdY PRODUCT: THE NUCLEAR PHARMACIST MUET HAVE THE ABILITY TO USE
HIE EXFERTISE AND PROFESSIONAL JUCGEMENT IN COMPOUNDING A PRODUCT
TO ABBURE THE FHYSICIAN RECEIVES THE MUST EFFICACICOUE FRODUCT FOR
THEIR FATIENT,

PHYETCIANE MUET ALSD BE ABLE TD USE THEIR EXPERTISE T0H PRESCRIBE
FRODUCTE WHICH ARE MOET AFFROPRIATE FOR AN INDIVIDUAL FATIENT,
STRICT ADHERENCE TO THE FPACKAGE INEERT DOES NOT ALLOW FOR A
FHYBICIAN TO USZE HIE JUDGEMENT ON AN INDIVIDUAL BAEIE. THIE mMay
RESULT IN A DELAY OR FAILURE TO PROFPERLY DIAGNDEIE A DISEARE IN A
FATIENT.

THIE FETITION FOR RULE MAKING 1§ NECESSARY TO CLARIFY THAT THE UFE
0OF RADIOFHARMACUTICALS IE WITHIN THE SCOFE OF A FHYSICIANE

FPROFESESIONAL JUDBEMENT AND WILL ALLOW FOR THE PREFARATION BARED ON
AN TNDIVIDUAL ORDER FOR AN INDIVIDUAL CASE.

1 ETRONGLY URGE YOU TO CONSICER THIE FETITION FOR RULE MAKING,
SINCERELY
. =
7qu7/4t4‘i¢
> a

Josern A, Ferv, R.PwW. 3353033300 891118
NucLEAR FHARMACIET 33-9
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