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SECRETARY OF THE COMISSION
U.S. NUCLEAR REGULATORY COMrlISS10N
WASHINGTON, DC 205b5

-ATTENTION: DOCKE11NG AND SERVICE DRANCH, RE: DOCKEl HJ . PRM ':!b-S .

LADIES AHD GEN 1LEMEN:

I HAVE BF f Aul 1. O Pb W r'HARtIAC1 FOR S Sk AND
!I AM URI i LETTFh . IN SUPPORT OF 'iHE Antn C(.. COLLEut UF'

. . ,

HUCLEAL i' 1C WfY OF NUCLEAR r*EDICI Nt ; PL)1T10N

FOR RU' AAt P- eION FOR RULFMAKING IS NECLUSARY 'O.

,
, i - y.V ~ Jl s TO ' h9CTICE PH ARl1 ACYr" 6 T ,,

4 >HA4!%C sir CUMPOUND AND DISPEME'E
OPF iMAL- ; UPiT , U E' '"J - OF A LlCLHSED NUCLEAR-'

..

F. .JI 6'TF NUCl l .:R " n',PMA Jld AN. |Hf61CIANS ARE IRA 1NED
L'RG,EST .4 ALS . s NUCLEAR % 2TMC~T HAS IHE EXPLR1ISE TO
COMPUUND T: E r(ADJfM RMACEUTICAL i ,iE PHYSICIAN ORDEKS. (HE
PRACTICE OF MElllL th AND PHARFiAL. 18 CLLARLY 00VERNED BY l!!E
STATES REGARDLESS OF SPECIALTYm NNU REGULAi10h .;F Tb'E PkACt1CE UF

'IHESE PROFESSIONALS MUST DE AVU1DED SINCE IT WILL HArtPLR fHE
PHYSICIANS AND PHARMACISTS AD1LITY 10 DELIVER QUALIIY PA11ENT
CARE.

OF:PARTICULAR INTEREST IS THE NRC'S RECENT REIN 1ERPRETATION UF
LICENSE CONDITIONS FUR NUCL EAR PHARMACIES AND REGULAflONS FOR
NUCLEAR FIEDICINE LICENSEES.- AT ISSUE IS A REOulREMENT TO S1NICIL1
FULLOW 1HE PIANUFACfURER'S INSTRUC110NS FOR PREPARATION OF RAD 10-
PHARMACEUTICALS AS PRINTED IN THE MANUFAClURER'S PACKAGE INSERT.,

THE PACKAGE INSERI INFORMATION SHOULD DE CONSIDERED AS A GulbELINE
'IN.THE PREPARATION AND USE OF ANY PRODUCT, DUT PHARMAC 1STS MUST
HAVE THE ABIL'ITY r0 USE PROFESSIONAL JUDGEMENT IN COMPUUNDING IU
ASSURE'THE PRESCRIDING PHYSICIAN RECElVES THE MOS1 EFFICAClOUS

-PRODUCT-'FOR HIS/HER; PATIENT. IN FACf, ADD 1flVES CAN OFTEN uE
COMDINED UlTH RADIOPHARrlACEITICAL PREPARATIONS TU ENHANCL THEIR
QUALITY OR STABILITY EVEN IHOUGH iHESE ADDITIVES ARE NOI IN fHE
PACKAGE INSERT PREPARATION INSTRUCTIONS. THIS HAS BEEN A COMMUN
PRACTICE OF PHARMACISTS FOR HUNDREDS OF YEARS.

PHYSICIANS MUST ALSO PRESCRIDE PRODUCTS WHICH ARE MOS1 APfRUPRI ATLc
| FOR THEIR INDIVIDUAL PATIENTL. A SIRICT FOLLUUING OF THE PACKAUL
| INSERT WOULD DELAY OR m usei 1AGNOSIS OF DISEASE IN SUME

-E 10N THESE FAf1ENTS COULD BEPAIIENTS. THE'GUALITY r f.' s.

L OREAlLY INCREASED IF i. F1 A' 1 aES WERE SUPPLEMENILD -UllH
NUCLEAR MEDICINE 'O UDIE

THIS PE11 TION FOR R .ErlAkldu IS NECESSARY TO CLARIFY THAL
PHYGICIANS AND F art |ACIslS HAVE lHE FLEXIU1LilL 10 USL RADIO-
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PHARMACEUTICAL PRODUCTS AS NECESSARY AND APPROPRlAll. IN lHL |
DIAGNOSIS AND TREATNEN1 UF t' A TIEN1 S . ~DCAIH, INJURY, OR
INAPPROPRIATE TREA1 MENT OF PATIENTS MAY RESULT FROM ANY MANDATED,
VERDATIN FOLLOWING OF 1HE PACKAGE INSER1 INSTRUCTIONS.

I URGE YOU: -TD1 STRONOLY CONSIDER THE ACNP/SNn'S PEll11'0H FOR
RULENAKING. 11S ADOPTIOii- WOULD CLARIFY I Hti. ABILITY-0F NUCLEAR.

-MEllICINE PHYSICIANS AND HUCLEAR PHARMACIS1S TO O1VE THE BEST'

PATIENT-CARE.

SINCERELY,

L7-
NUCLEAR PHARMACIST +
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