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Secretary of the Commission October 26, 1989
U.S. Nuclear Regulatory Commission
Docketing and Service Branch, Docket # PRM-35-9
Washington, DC 20558

Dear Mr. Secretary:

| am writing to express my support for the Petition for Mulomaking filed by the American
College o/ Nuclear Medicine Physicians and the Society of Nuclear Medicine. | am a practicing
nuclear phari  icist at Walter Reed Army Medical Center in Washington BC. | am deeply
concerned ove the revised 10 CFR 35 regulations governing the medical use of byproduct
material as they significantly Impact my avllity to practice high quality nuclear phaimacy andare
preventing mc from providing optimum care.

An oxample of how the NRC has lessen4 my effectiveness ic (i the way NRC has chosen
1o Interpret the FDA labeling which accompanies a drug. | believe the MNRC would find me In
violation of the labeling If | knowing'y dispensed a pediatric dose of a radiopharmaceitical. After
all, it Is explicit within the package Insert that the safety ard effectivenet . for most
radiopharmanceutica!s has not been provenfor children and pregnantwomen. |am astound >d that
the NRC can cite pharmacies which compound radiopharmaceuticals for vioiating FDA labeling
supplied by the manufacturer and intended as a guideline for the medical professional. The NRC
should keep In mind that the labeling which comcs with a cdrug is a very small part of the
information submitted to the FDA by the drug manufacturer in pursult of an approved NDA.

The decision for prescribing any NDA drug is the respunsibility of th physiclan who is
caring ‘or the patient not a bursauciacy in Was* ington. My responsibilliy as the nuciear
pharmacist is to review the physician's prescription, pr :pare and test the radiopharmaceutica!,
and digpen se or administer the d-ug. As the physicier.'s consultanton radioa .tive drugs hereiles
on my professiunal judgement on !ssues of formulation, quality control, and mechanisms of
localization. | reserve the right to question his prescriptions anc', in the extreme, refuse to *ill a
prescription. | believe there is a symbiotic relationship Leween physician and pharmacist which
is beneficial to the patient and I« lraplicit within the Food, Lrug, and Cosmetic Act. | resent the
meddling of the NRC which is still grappling with the concept of the professional practice of
medicine and pharmacy.

The NRC should recognize that the FDA aoes aliow, and often encourages, other clinical
use of approved NDA drugs, and actively d'scourages the submission of physician-sponsorad
IND's that describe new indications for approved druge.. The package Insert was never intended
to prohibit physiclans from deviating from it for other Indications or pharmacisis from
compounding and dispensing these drugs. In many cases, manufacture-s will never go back to
the FDA to revise a package Insert to include a new Indication because It is not required by the
FDA and there Is simply no economic incentive to do so.

Currently, ihe repulatory provisions in Part 35 (35.100, 35.200, 35.300 &nd 33.17(a){4))
do not allow practices which are legitimate and legal under F DA regulations and state medicine
and pharmacy laws. These regulations therefore Inappropriately interfere with the practice of
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medicine and pharmacy, which dir. ctly contradicte the NRC's Medical Policy Statement against
such interfcrence.

Finally, | would like to point out that highty restrictive NRC regulatior.. will only jeopardize
pubhc health and safety by: restricting access (0 appropriate nuclear medicine procedures;
exposing patienis to higher radiation ah.orbed doses from alternutive legal, but non-optimal,
studies; and expusing hospital personisl 1o higher radiation absarbad (oses because of
unwarraried, repetitive procecaros. Tho NRC should aot strive to conwrtuct prescriptive
regulations to cover all aspects of the practice of medicine and pharmacy, not should It attempt
to regulate radiopharmecautical use. Instead, the NRC should rely o1 {he expertise of the FDA,
State Boards of Pharmacy, State Boards of Medical Quality Assurance, \he Joint Comnmission of
Accreditation of Healthcare Urgaanizatians, radlation safety committees, institutional Q/Areview
procedures, Institutional Review Boards, and 1host impurtantiy, the prolessional judgement ol
physicians and pharmacist who have been well educated and trained to prepare and administer
thesc drugs.

Since the NR™'s primary regulatory ‘ocis appears to be bavad on the unsubstantiated
asvumption that misadministrations, particulariy those Involving diagnostic
radiopharmaceuticals, pose a sericus threat to the pubiic health and safety, ! strongly wwge the
NRC to puisue a conprehensive study by a reputable sciontific panel, such as the National
Academy of Sciences or the NCRP, to assess the radioblological effects of 12isadministrations
from nuciear medicine dlagnoe\ic and therapeutic studies. | believe thai the results of suc!i »
study wiil demonstrate that t..o NRC's oiforts to Impose more and more wiringent regulations ar.
unnecessary and not cost-effective in ralation to the extremaly iow health risk of these studies.

In closing, | strongly wig2 the NRC to adopt the ACNP/SNM Fetition for Rulemaking as
expeditiously ac poasible.

TERRY R. MINTON R.Ph , BUNP
Nuclear Pharmacist
Waiter Heed Ariny Medical Center



