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UNI TED STATES
NUCLEAR REGULATORY COWM SSI ON
WASHI NGTQON, D. C. 20555

April 22, 1988

MEMORANDUM FOR: Victor Stello, Jr.
Executive Director for QOperations

FROM Sarmuel J. Chilk, Secretary

SUBJECT: STAFF REQUI REMENTS - BRI EFI NG ON PROPOSED
BASI C QA RULE W TH REPRESENTATI VES OF NRC
ADVI SORY COMM TTEE ON THE MEDI CAL USES OF
| SOTOPES AND | NDUSTRY SCI ENTI FI C COW TTEES,
2:00 P.M, THURSDAY, APRIL 7, 1988, COW S-
SI ONERS' CONFERENCE ROOM D. C. OFFI CE ( OPEN
TO PUBLI C ATTENDANCE)

The Conmi ssion* met with the NRC Advisory Comrittee on the
Medi cal Uses of |sotopes, representatives of the industry's
scientific comunities and the staff to discuss rul enaking
initiatives for quality assurance in medical uses of

radi oactive isotopes.

Presentations by representatives of the nedical profession and
the Advisory Commttee on the Medical Uses of Nucl ear I|sotopes
were made by the follow ng:

g Carol S. Marcus, Ph.D,, MD.
Los Angel es County Harbor-UCLA Medi cal Center

g denn L. Tonnesen, M D.
Fai rfax Hospit al

g Oha Linton
Anerican Col | ege of Radi ol ogy

@ Faiz Khan, Ph.D.
Aneri can Associ ation of Physicists in Medicine

g Richard E. Goss
Center for Devices and Radiologic Health of the FDA

g Vincent P. Collins, MD.
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Private Practitioner, Houston, Texas

g MlvinlL Giem MD.
Uni versity of Chicago

* Comm ssi oner Rogers was not present.

g David H Wodbury, MD.
West | and Medical Center', Westland, M chigan

g Peter R Al nond, Ph.D
University of Louisville

The Conm ssion made the foll ow ng requests of the staff:

7] Consistent with the directives outlined at the March 22,

1988, Commi ssion briefing on the sane subject nmatter,
submt for Conmm ssion consideration an options paper
providing alternatives for rul emaking on quality assurance
requi renents for nedical application of radioactive

i sotopes. These alternatives should include (but need not
be limted to):

1) the positive elenents fromthe previously published
NPR, incorporating suggestions and comrents received
fromthe public, where appropriate,;

2) a non-prescriptive approach. Requirenents should be
per formance based and should allow |licensees to

ei ther develop or adopt QA prograns tailored to

specific clinical environnents; and

3) sone conbinations) of 1) and 2), above.

As part of the options paper, the staff should outline a
pil ot programto be conducted during the public coment
period for a performance based rule. The results of the
pil ot programalong with the analysis of public comments
shoul d be addressed in recommending a final rule for
Conmi ssi on consi derati on.

In light of the discussion during the neeting, the staff
shoul d al so review whether the term"m sadm ni stration"
itself, as well as its definition should be revised as
part of the rul emaking.

(EDO) (SECY Suspense: 5/31/88)
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a I nsure that the appropriate nedical and scientific comu-
nities are kept currently inforned of nedical m sadm nis-
tration events.

( EDO) (SECY Suspense: 5/31/88)

[} Explore alternatives to establish better comrunication
channel s between NRC and t he medi cal and industry
scientific comunities.

(EDO) ( SECY Suspense: 5/31/88)

cc: Chairnman Zech
Commi ssi oner Roberts
Commi ssi oner Bernt hal
Commi ssi oner Carr
Comm ssi oner Rogers
OGC

GPA

PDR - Advance

DCS - 016 Phillips
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