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Dear Mr. Secretary :

I am writing to c:: press my strong support f or the Petition
f or Rulemsking f11cd by the American Collogo of Nuclear
Physicians anc the Society of Nuclear Medicinc. I cm a
1>racticino Nuclear medicine physician at Orcater Daltimoro
!!edical Center, Dal tiraoro, Maryland. I am deeply concerned over
the revised 10 CPR 35 regulations (ef f ective April, 1987)
coverning the medical use of byproduct material as they
significantly impact my ability to practico high-quality Nuclear
Medicine /Huclear Pharmacy and are proventing nie f rom providing
optimi::cd care to individual patients.

This concerns raainly the requirement to an overly strict, in
my opinion, adhorence to manuf acturer's instructions f or kit
preparation.

The NRC should recognize, I believe, that the FDA does
all ow , and often encourages, other clinical uses of approved
drugs and actively discourages the submission of
physician-sponsored IND's that describe new indications f or
approved drugs. The package insert was never intended to
prohibit physicians f rom deviating f rom it f or other indications:
on the contrary, such deviation is necessary f or growth in
developing now diagnostic and therapeutic procedures. In many
casos, manuf acturers will ncycr go back to the FDA to revisc a
package insert to include a new indication beccuse it is not
required by the FDA and there is simply no economic incentive to
do so.
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Currently, the regulatory provisions in Part 35 (35.100,
i' 35.200, 35.300 and 33.17 (a) (4 ) do not cllow practicos which are

legitimato and logal under FDA ro0ulations and State medicino and
pha rma cy law s . It is obvious, that these regulations thorof oro
inappropriately interf ero with the practice of medicine, which
directly contradicts the NRC's Medical Policy sta tement against
such interference.
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'rinally, I wculd lika to point cut that highly rcotrictivo
4 NRC regulations, in my opinion, will only jeopardizo public
,t health and sr f oty by : restricting access to appropriate Nuclear

Medicine prococuroc; exposino patients to higher radiation ,

absorbed desco f rota ci tornativo log,al, but non-optir.ial studios;
and exposing hospital personnel' to highor radiation absorbed '

doses becauco of unwarranted, ropetitive g occcuroc. h NRC,

! should not strive to conntruct proscriptive regulations to cover '

L all aupecto cf raedicine, nor should'it attempt to regulate
! radiopharmaceutical uso. Instead, the NRC should rely on the

,

;oxpertice of the FDA, S ta te B oards of Pharmacy , Stato Doards of e

i( Medical Quality: Assurance, the Joint. Conchisoj vn on Accredita tion
!

!- and Healthenro Orut nizotj ove, 2 t. die t j en ca f e ty u t t i t t i r o, !
-

| $1 r t j tt:t J ci t 3 C /I. rev iew I4 oci enz e,', 4.pd r ea t i +c r t r i t1 c , u.c Y ;
, a if on t 3 c r el j udces.+nt of phys 3 cienu circ rberuci rt:e uh(i h av e '

[ ;e :. ee 3 3 -in.' n( C t o e c'r it i t t er 6: I r.) el e t e th es.e r..t i ( > J e3 c . f

N nce t)c. "Fr'4 ;.ris on 2n u3 t tory fcc.us c; t erire tc ' Lo hi.pec [
e

< n tl.e t aal r tr :.tir tec ni ur.r.t d en that nisadministrationo,
particularly those involving' diar.noctic radiophanoncouticelo, ;

,

r c.so a serious threa t to thc puM ic hoa3 th i nc' taf ety, I ctrong3y
3: L brse t).c 1:EC to purcuo a coinprehenniv- cru4 ly a retutt).le ;

!

scientific panel, such as the National Acudomy of Suj onces cr the .

NCRP, to ansons the radiobiological of f ects of minadululatratj u o :

f a r,m 'Nucionr Nodicino diagnostic and therapeutic studien. I
"[f f rmly believo that the results of such a study will demonstretc

t.ha t the NRC'o of f orte to impono moro and more stringent
!

reculations are unnecessary and non cost-of f ectivo in rolt. tion to :
the extregioly Icv health riska of thoco studios. '

In closing, I strongly uruc the NRC to adopt the ACpP/CI:li
petition f or Rulcmaking an expeditiously as possibic.
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Dragan V. J er. icy M.D. |
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