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-AT1ENTION: DUCKL1ING AND SERVICE BRANCH, RE DOCKET NU.PRM-35-9

LADIES AND DENTLEMEN:

I HAVE BELN A PRACTICING PHARMACIST FOR SIXTEEN YEARS. TWELVE
YEARS IN A TRADITIONAL RE8 AIL AND HOSPITAL SETlING ANU IHE LASI
FOUR YEARS AS A NUCLLAR PHARMACIST. I AM SENDlHO THIS LE1TER IN
SUPPORT OF- fHE AMERICAN COLLEGE OF NUCLEAR PHYSICIANS AND li1E
SOCIETY OF NUCLEAR FIEDICINE: PETITION FOR RULLMAKING. 1HIS
PETITION FOR RULErlAKING IS NECESSARY TO CL ARIFY THE ABILI TY OF >

, PHARMACISTS TO PRACTICE PHARMACY.

AS NUCLEAR PHARMACISIS WE COMPOUNU AND DISPENSE
RADIOPHARMACLUTICALS UPON THE ORDLR OF A LICENSED NUCLEAR
PHYSICIAN. DOTH NUCLEAR PHARMACISTS AND PHYSICIANS ARE TRAINED
PROFESSIONALS. THE NUCLEAR PHARMACIST HAS THE EXPERTISE 10
COMPOUND THE RADIOPHARPIACEUTICAL fHE PHYSICIAN ORDERS.
1HE' PRACTICE OF MEDICINE AND PHARMACY IS CLEARLY GOVERNED.BY THE
SFAFEDS REGARDLESS OF SPECIALTY. NRC RESULATION OF IHE FRACTICE
0F THESL PROFESSIONALS PlUST BE AV01DED SINCL.IT WJLL HAMPER THF. ,

PHYSICIANS AND PHARNACISTS- AEILIfY TO DELIVEN OUALTTY PAIIENI
CARE.

OF PARTICULAR INTEREST IC THE NRC'S RECEN1 FL1HILKPRE1ATION
OFLICENSE CONDITIONS FOR NUCLEAR PHARMACIES AND RLtULATIONS FOR
NUCLEAR MED1ClHE LICENSEES. AT ISSUE IS A REQUIREtEN1 TO STRICTLY
FDLLOW THE MANUFACTURER'S INSIRUCTIONS FOR PREPARATION OF RADIO-
PHARMACLUTICALS'AS PRINTED IN THE MANUFAC1URER'S PACKAGE INSER1.
THE PACKAGE INSERT INFORMATION SHOULD BE CONSIDERED AS A GUIDELINE
IN 1HE PREPARATION AND USE OF ANY PRODUCT. IN THIS CASE AS IN
TRADITIONAL-PHARMACY AND MEDICAL PRACFICE, fHERE ARE NANY CASES IN ,

WHICH PROFESSIONAL JUDGEMEH1 AND EXPERIENCE MUST BE UTILIZED AND
VARIANCES- FROM IHE PAC'! AGE INSERT BECOME 'NANDIlORY IN- MANY
SI1UATIONS. PHARMACISTS MUST HAVE THE ABILITY TO USE PROFESSIONAL
JUDGEMENT IN C0rlPOUNDING TO ASSURE THE PRESCRIBING PHYSICIAN
RECEIVES'THE MOST EFFICACIOUS PRODUC1 FOR HIS/HER PAllENT.
PHYSICIANS MUST ALSU PRESCRIBE PRODUCTS WHICH ARE MOST APPHOPRIATE
FOR THEIR INDIVIDUAL PATIENTS. A STRICT FOLLOWING OF THE PACKAUL
INSERT WOULD DELAY OR. PREVENT DIAGNOSIS OF DISEASE IN SONE
PA11ENTS. THE QUALITY OF MEDICAL CARE FOR THESE PAT]LN1S COULD BE
GREAILi INCREASED IF THEIR DIAUNO3ES WERE SUPPLEMENIED WIfH
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THIS PETITION FUR RULENAKING IS NECESSARY-10 CLARIFY THAT J

PHYSICIAN 3 ANIl PHARMACISTS HAVE 1HE FLEXIBILITY TO USE '<AD10-
PHARMACEUTICAL PRUDUCIS AS NECESSARY AND APPRUPRIAIE It. THE |

DIAGNOSIS ANIl TREATMENT OF PATIENTS. DEATH, INJURY, OR IN-
APPROPRIATE TREATMENT OF PATIENIS MAY RESULT FRUM ANY MANDATED,
VERBATIM FOLLOWING OF THE PACKAGE INSERT INS'IRUCTIONS.

I STRONOLY URGE YUU TO CONSIDER IHE ACNP/SNM'S PETIFION FOR
RULLMAKING. ITS ADOPTION WOULD CLARIFY THE ABILITY OF NUCLEAR
NEDICIME PHYSICIANS AND NUCLEAR PHARMACIS~lS TO UIVE iHE BESI'
POSdIBLE PATIENT CARE.

SINCERELY,

3opa Rorrt u n.
NUCLEAR PHARMACIST
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