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SUBJECT: QOMIINTS QN PROPOCID AMINDMEIT OF TITLE 10 PART 35 OF TIE CODE
OF FODERAL RIGULATINS TO PPOVIDE EXCEPTION FROM JRC RIOUT! OTHT
FOR TECHNETIUM 99m LASELED PENTATATE SODIU4 FOR LUNG FUICTIQ! STUDIES

The proposed amendment would allow rhysicians to use technetium 99m
lapeled pentatate sodium for lung studies without regard to (1) chemical
and physical form (2) route of administration and (3) dosace rance. The
prowosed amendnent would not require rhysicians to use the radiopharmaceutical
in conformity with the product labeling and the package insert.

we have reviewed this proposal carefully. It is our orinion that the
arquients furnished do not justify removing the protective restrictions on
the use of technetium 99m labeled pentatate sodium which are in the hest
interest of the patient.

e suggest that a more detailed and convincinc arcurent be nace for
exception of technetium 99m pentatate socium from the restrictions in
§35.14(b) (6) of the Coce of Federal Regulations. Until this is done we rust
withhold support for the proposed anencrent.
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