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g DEPARTMENT OF HEALTH

. .,,,, d 65 'VORTH ST., NEW YORK N. Y.10013*

04 ''''* "'' (212) 334-7761

'Newfor
June 10, 1982

'IO: iIr. Donald A. :Jussbaurer, Assistant Director for State

Agreenent l'rograns, U.S. :Juclear Pegulatory
,.,A7 Camissioni|\

FI G i: Dr. Leonard R. Solon,' Director,15ureau for Radiation Control
N.Y.C. Derht of Eealth

SL~a7IC: OJiE1INTS G4 PPDPOSID NIINDDIEIT OF TITII 10 PARr 35 OF THE CODE
OF FEDIRAL RIGUIATIGIS 'IO PPOVIDE EXCEPTIQi FIni NPC PIIEI't UGTP
FOR TIDIJETIH199m LABELED PHITATATE SODILLi FOR IRIG ETIICTIGI S'IUDIES

The proposed amendment would allow physicians to use technetium 99m
labeled pentatate sodiun for lung studies without regard to (1) chemical
and physical form (2) route of administration and (3) dosage range. The
propsed anendrent would not require physicians to use the radiopharraceutical
in conformity with the product labeling and the package insert.

h'e have reviewed this proposal carefully. It is our opinion that the
argtrients furnished do not justify rerroving the protective restrictions on
the use of technetium 99m labeled pentatate seditn which are in the best
interest of the oatient.

Le suggest that a more detailed and convincing argtrent be race for
exception of technetium 99m pentatate sodium from the restrictions in
635.14(b) (6) of the Code of Federal Pegulations. Until this is done we I.ust
withhold supprt for the proposed anendnent.

cc: b!r. Jack Spath, N.Y.S. Energy Office
Dr. darim Rimawi,$1.Y.S. Dept. of Health
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