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Pean Mr, Seeretary!

1 am umuc:z 20 express my strrng support for the Petdition for Rulemaking fiied by
the Amend College of Nuclear hxuu'au and the Socdéty 6§ ‘Nuclear Medicine., 1
am a practicding Nuclear Medicine Physiciar at the West Roxbury VA Medical Center 4n
Boston, MA. T am deeply concerned over tne nevised 10CFP35 regulations which be-

came effecaive Apadl, 1987 governing the medizsal use of bzp&oduu matenial as they
sdgnd fecantly npact vy abi«f' (2y Lo practice high-quality Nuclean Medicine 4in a cost
:&uuve mannes and are preventing me fron providing optimized care Lo .ndividual

Lents,

Fon example, gastric emptying study using coldodids i usually not included in the
technical insent by the manugacturer of such preparation. Pationts would be deprived
of an important diagnostic test for the Lack of stated indication «n the technical
insent, even though the test is non-Aimvasive, easy Lo pergorm and quartitative.

The NRC sould necognize and follow the FPA in allowing and encouragiry other clindical
uses of approved drugs. As 'l understand, the package <nsert was never intended Lo
prohibit phuisicians grom deviating grom 4t for other indications; on the cohtrahy, '
such deviation (s neces:ary gor growth in developing new diagn. stic and therapeutsic
procedurcs. Manufacturers will simply have no economie incen e 2o go back o the
FOA 20 nevise a package insert to include a new {indication because 4t {4 not required.

Currently, the neauLauALp'wvuLou in Pant 35 (35,100, 35.200, 35.300 and 33.17(a) (4)
de not allow practices wnich are Legitimate and Legal under FUA nogulaiions and State
medicine and pharmacy Laws. Thes: regulaions theregrre Lnapproprintely intergere with
the practice of medicine, which directly contradicts the NRC's Medical Policy state-
ment against such interferencls.

Finally, 1 would Like to point out that highly restrictive NRC regulations will only
feopardize health care by: restricting access to appropriate Nuclear Medicine pro-
cedures; exposing patienis 2o highen radiation absorbed doses grom alternative Legal,
but non-optimal studies; and exposing hospital personned 2o Mﬂhea rnadiation absonbed
doses Because of wwarranted, repetitive procedures. The NRC should not strive o con-
strwet proserdiptive regulations to cover ald aspects of medicine, nor should {t attempt
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2o negulate nadiopharmaceatical use. Instead, the NRT should nely on the expertise

of the FUA, State Boards of Pharmacy, State Boards of Medical Cuaiity Assurance, the
Joint Commission on Accrcditation of Healtheane Organdizations. nadiation safety
committecs, indtitutional Q/A review procedurcs, and most importantly, the progessional
judgement of whysicians and pharmacists who have been well-trained to administer and
prepare these materdials.

Since the NRC's primary regulatony focus appeared to have been based on the unsub-
stantiated assumption that misadmincstrations, in 42's aigdd definition, particularly
those imvolving diagnostic radiophawmaceuticals, pose a serioud threat to thz public
healtn and safety, 1 strongly urge the NRC 2o pursue a comprchensive study by a
neputable scdentific panel, such as the National Academy of Sciences or the NCRP,

Lo ne-assesd the effects of such "misadministration”. giamly believe that the re-
sults of such a study will demorstrate that the NRC's efforts Lo Amposs more and more
sthingent regulations are counter-productive.

In closing, 1 stronglu urge the NRC 2o adopt the ACNP/SNM Petition gor Rulemaking as
/eweduuuty as possanbe.
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