NUMBER L At
DOCKET RM Ss_q :

PETITION RULE
(VFR 30330 B o g

FEi
NOVEMBER S5, 1969

SECKETAKT UF THE COMNSSLUN
U.8. NUCLEAR REGULATORY COMMISSION
WASBHINGTON, LC 20555

ATIENTION: DOUCKETING AND SERVICE BRANCH, RE® DOCKET NU.FKM-35-9
LAUIES AND GENTLEPMENS

I HAVE BEEN A FRACTICING FHARMACIST FOR SIXTEEN YEARS. TWELVE
YEARS IN A TRADITIONAL KE'ALL AND  HUSHITAL SEVTING ANL THE LA
FOUUR YEAKS AS A NUCLEAR FHARMACIST. I AM SENDING THIS LEYTER IN
SUFFURT  UF  IHE AMERIUCAN LCOLLEGE  OF NUCLEAR FHYSIULANS ANL 1HE
SUCLIETY OF NUCLEAR MEDICINEs FEVITION FOR KULEMAKING. TH1G
FETITION FOR RULEMAKING IS NECESSARY 10 CLARIFY THE AMILITY ub
FHAKMACLISTS TO PRACTICE FHARMACY.

AS NUULEAR FHARMACISTS Wk CUMFOUNL ANL DISHFLNBL
KRAULOFHARMACEUTICALS UFUNM  THE UKLIER OF A LICENSEL NUULEAR
FHYSICLAN. SUTH NUCLEAR FHARMALILISTS ANL FHYSIULANS ARE TRALNED
FROFESSIONALS, THE NUCLEAR FHARKMACIST HAS THE EXFERTISE 10
CUMFOUND THE RALDIOFHARMACEUT LCAL ITHE HFHYSIUIAN URGERE,

THE FRACIICE OF MEDICINE AND FHARMACY 1S CLEARLY GOVERNED EY THE
STAIENS REGARDLESS OF SreUlALITY. NKC REGULATIUN OUF ITHE FRACITICE
OF THESE PROFESSIONALS MUST ERE AVUILLED SINCE IT W.Ll HAMFER THE
FHYSICLIANE ANL FHARMACISTS AbBLLITY 0 LELIVEK GUAL'TY PATIENI
CARE .

OF FPARTICULARK INTEREST 1I¢ THE NRC'S RECENT  FiL 't IERFRETATION
OFLICENSE CUNUITIONS FUR NUCLEAR FHARMACIES ANL RELULATIONS FOR
NUCLEAR MEDICINE LICENSEES. A7 ISSUE 18 A REQUIREMENT TO STRICTLY
FOLLOW THE MANUFACTURER S INSIRULCTIONS FOR FREFARATIUN OF RALIUD-
FHAKMACEUTICALS AS PRINTED IN THE MANUFACIURER S FACKAGE 1INSERI.
THE PACKAUGE INSERT INFURMATIUN SHOULD BE CONSIUERED AS A GULLELINE
IN THE FREFARKATION AND USE OF ANY FRODUCT. IN TH!S CASE AS 1IN
TRALI TTONAL PHAKMACY AND MEDICAL FRACIIUE, (HERE ARE MANY LASES IN
WHICH FROFESSIONAL JUDGEMENT AND EXFERIENCE MUST BE UTILIZED AND
VARIANCLS FrRUM THE PACYAGE INSERT  BECUME  PIANULTURY  IN PANY
SITUATIONS. “HAKMACISTE MUST HAVE THE ABILLTY 10 USE FRUFESSIONAL
JUUGEMENT  IN  COMPOUNDING  TO ASSURE  THE FRESCRIBING FHYSICIAN
RECEIVES THE MOST EFFICACIOUS FRODUCT FOR HIS/HER FATLIENT.
FHYSICIANS MUST ALSU PRESUCRIBE FRULUUTS WHICH ARE MOST AFFHOFRIATE
FOR THELIR INDIVIDUAL FATIENTS. A STRICT FUOLLOWING OF THE FACKAUE
INSERT WOULD DELAY UR  FREVENT UOIAGNUSIS UF  DISEASE IN SUME
FATLIENTS. THE QUAL‘TY OF MEDICAL CAKRE FOR THESE FATIENMIS COULLD BE
GREAlL . INCREASE U 1 THEIR  LJAUNOLLES  WERE  SUFFLEMONIED  WLIITH
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THIS FPET1TION FUR RULEMAKING 15 NECESSARY 10 CLARLIFY THAI
FHYSICIANSG AND FHAKMACISTS HAVE THE FLEXIEILITY TO USE RADIO-
FHAKMACEUTIUA. FRUDUCTS AS NELESSARY ANL AFFRUFKRIAIE I.. THE
DIAGNOS1S AND TREATMENT OF FPATIENTS. DEATH, INJUKY, OK 1IN-
AFFROFKIATE TREATMENT OF FATIENIS MAY Kb LT FRUM ANY MANLATED,
VERBATIM FOLLOWING OF THE FACKAGE INbL:RT INSIKUCTIONS.

I STRONGLY URGE YOUU TO CONSIDEKR IHE ACNF/SNM S FETITION FUK
RULEMAKING. 1TS ALOFTION WOULD CLARKIFY THE ABLLITY OF NUCLEAK
MELDICIME PHYSICIANS ANL NUCLLAR FHARMACISIS 10 GIVE iHE BLSI
FOSSIELE FATIENT CARE.

SINCERELY,
gmu ReTH @eH
NUCLEAR FHARMALLIST




