UNITED STATRS
NUCLEAR RRQULATORY COMMIS8ION
WAMNINOTON. B ¢ Poste

Decomber 2, 1580

MEMORANDUN POR:  Stewart D, Ebneter, Director
Diviston of Rediation Safety and Safeguards, RI

Couglas N, Colling, Acting Director
Division of Rectatlion Sefety and Sefeguares, RI1

Charles €. Noreltus, Director
Civision of Radfation Safety ane Sefoguards, RIlI

Richare L. Bangart, Director
Diviston of Redfation Safety and Safeguares, RIV

Ross A, Seararo, Director
Diviston of Radiatfon Safety and Safeguares, RY

FROM: Richard L. cUnnin!haa Director
Diviston of Indus r10§ and
Medica! Nuclear Sefety, NMSS

SUBJECT!: NOTICE OF INTENT TO REASSESS NRC REGULATIONS AND POLICY
ON BYPRODUCT RADIOPMARMACEVTICALS

Severa) questions which may affect medice! core have been rafsed {n recent
correspondance between the NRC and others regarding the human application of
byproduct materfal. Spacifically, questions regarding the scope of authority
of brosd licensees and nuclesr pharmacies have been raised a8 to whather
nor-IND and noneNDA rediopharmacevticals may be used (n human np:|1cttlono. and,
17 80, under what conditions. There 1s & long history on the s {oct of the
regulation of the medica! uses of radionuciides gotng back to at Jeast 4 go\iqy
ftatement fssued 1n 1979 and poso1bl{ earifer whon FOA assumed responsidility
for evaluation of radiopharmaceuticel safety and efficiency.

NMSS 15 reexamining the fssues ratsed n the regulations and policy statements
in this regard and hopes to resolve them shortly, Pending complotion of this
resxamination, 411 proposed enforcement sctions on this matter, incleding those
iavolvin vioiottons 45s0ss0d at Severity Levals IV and V, should be referred to
this 01v's1.n with o copy to the Office of Enforcement before {ssuance in order
to ensure consistent ond appropriate disposition. Among the actions NMSS s
considering are exemptions and the advisability of amending the regulatiors,

,4?' /w-v-'{‘ k-"' ‘—/
Richard £, Cunnin hon‘ Director

Division of Industrial ang
Med1cal Nucloar Safety, NMSS

¢c: C. Kammerar, GPA
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