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Dear Nr. fecrestary:

We ure voiting to exprees our strong support for the Petition for
Rulemaking filed by the American College Of Nuclear Physicians and
the Society 0Of Nuclear Medicine. Ve are 8 practicing Nuclear
Medicine phyeicisn and technologists at Sheiby Memorial Hospitasl
in Shelby, Ohio. We are deeply concerned over the revised 10 CFR
35 regulations (effective April, 1987) governing the wedical use
of byproduct materiasl ae they significantly impesct our ability to
practice high-quality Nuclear Medicine/Nuclear Pharmacy and are
provonttng us from providing optimized care to individual patients.

For ox.lplo.\tor diagnostic services, ve are forced to strictly
follov the -anujucturor- instructions for kit preparation and
expiration times. -

The NRC should recognize that the FDA does allov, and often
encourages, other clinical uses of approved drugs, and actively
discourages the submission of physician-sponsored IND’'es that
describe nev indications for epproved drugs. The package insert
vas never intended to prohibit physicians from deviasting from it
for other indications; on the contrary, such devistion is necessary
for grovth in developing nev diagnostic and therapeutic procedures.
In many cases, manufacturere vill never go back to the FDA to
revise a package insert to include a nev indication because it is
not required by the FDA and there ie simply no econowic incentive
to do so.

Currently, the regulatory provieions in Part 35 (35,100, 35.200,
35.300 and 33.17(a)(4) do not allov practices ~liich are legitimate
and legal under FDA regulations and State medicine and pharmacy
lave. These reguletions therefore inspproprietely interfere wvith
the practice of medicine, wvhich directly contradicts the NRC'e
Mediceal Policy statement againet such interference.
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Finslly, ve vould like to point ouc that highly restrictive NRC
regulations will only Jjeopardize public health and seafety by:
restricting eccess to asppropriste Nuclear Nedicine procedures;
exposing peatients to higher radistiun absorbed doses from
slternative legsal, but non-optirnl, studies; and exposing hospital
personnel to higher readiaticn sbeorbed dosee Dbecause of
unvarranted, repetitive procedures. The NRC should not strive to
construct proscriptive regulstions to cover oll aesspects of
medicine, nor should it sttempt to regulate radiopharmaceuticel
use. Instead, the NRC should vely on the expertise of the FDA,
Etate Boarde 0f Pharmecy, Stete Boards 0f YXedicel GQuality
Assurance, the Joint Commission On Accreditation Of Heslthcare
Orgenizations, radistion safety committees, institutional quality
assurance reviev procedures and most importantly, the professional
judgment of phyeicianse and pharmaciste vho heve been vel)-trained
to sdminister and prepere these materisles.

Since the NRC's primary regulatory focus appeare to be basec on the
unsubstantiated assumption that missdministretions, particularly
those involving diegnostic rediopharmeceuticals, pose & serious
threat to the public health and sefety, ve strongly urge the NRC
to pursue a comprehensive study by a reputable scientific panel,
such as the National Academy Of Sciencee or the NCRP, to sssess the
radiobioclogical effecte of misecdministrations from Nuclear Medicine
diegnostic and theraspeutic studies. We firmly believe that the
resulte of such a study vill demonstrate that the NRC's efforts to
impose more and more stringent regulatione are unnecesssry and not
cost-effective in relation to the extremely lov health riske of
these studies.

In cloeing, ve strongly urge the NRC to sdopt the ACNP/SHN Petition
For Rulemaking es expeditiously ae poseible.

Sincerely,

Dr. Keunsun Levw ’
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Robert Derrenberger
Rediology Manager
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