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| Dear Mr. Secretary: ;
'

I am writirv/ to express my strong agport for the Petition for Tellesnaking filed i

by the Ameri m college of Nonlear Physicians ard the Society of Nuclear ;

Medicine. I am a practicing reclear medicine physician at St. Vincent ;

Hospital, Portlard Oregcri. 1 am deeply concerned ever the twined 10 OR 35 i

regulaticris (eflectiv6 April, 1987) governing the mafical une of byproduct
material as they significantly impact my ability to practice high-quality ;

Nuclear Medicine / Nuclear ihNnnacy and art preventing me frtun prwiding
L , optimized care to individual patients.

,

!
. |

'

|i . '!he NRC should recognize that the M does allew, ard often encourages, other !

L. m elinical uses of aq:prwed drugs, and actively di=~=migas the sukanission of i

G ghysician-sponsored IND's that $escribe new indic9tions for apprw ed drugs.
| She package insert was never intended to prthibit physiciano frten deviating i

L frtsa it for other indicaticrist on the contrary, such deviation is r-amary for i

L, gruwth in develeping new diagnostic and therapeutic pre ves. In many <vema, ;~

|' . mviufacturers will never go back to the N to revise a package insert to
include a usw iniloation because it is not required cy the N ard there is !'

cinply no eacricanic incentive to do so.
.

O!nently the rt9 0atory prwisicris in Part 35 (35.100, 35.200, 35.300 ard i
!+ 3 33.17(a) (4)) do ncm allow practices which are legitimate and legal urder N

regulations ard State medicine and pharmacy laws. L ane regulations therefore -

| 8. (~ ontradicts the NRC's Malloa! Polig statement against such interference.~

;
.g inapptopriately. interfere with the practice of medicine, Which directly

o ,

a

Finally, I would like to point out that highly restrictive NRC regulations will !

anly jacpardize pubic health ard safety by: restricting acomes to apprtpriate
iNuclear Medicine prtioedurest exposing gatients to higher radiation absorbed

k . don.,o frcza alternative legal, but non-optimal, studies; and exposing hospital ,

parac.nel to higher radiaticri absorbed rham because of unwarranted, repetitive M /p ,'
,
. a.

O D' pr = dures. 'Ihe NRC shculd not strive to construct proscriptive regulations to
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ca er all aspects of medicine, nor should it attanpt to rugulate !redighamnosutical use. Instand, the NRC Should rely on the experties of the ;

FDh, state Boards of shamacy, State Boards of Medical Quality Assurance, the ;

Joint omunission on Accreditatice of Healthcars Oripanizations, radiation safety [omanittmas, institutional Q/A rwiew g M ures, and most importantly, the
professional judgment of physicie.w aryl [hambCists WW have been Well-trained *

to administer and ptipart these materials. !

!
Since the NRC's primary regulatory focus appears to be based cm the funsubstantiated assunption that minadministrations, particularly thnee

!inm1ving diagnostic radicphammosuticals, pose a sericus threat to the public .health and saf , I strongly urge the NRC to pursue a ocuprehensive study by a !reputable uci fic panel, such as the Naticsal Aandeny of Sciences of the ;

NCRP, to ammans the radicbiologic effects of misadministrations frun Nuclear
iMedicine diagnostic and therapeutic studies. I firmly believe that the results

of such a study will denonstrate that the NRC's efforts to 4=== nore and more '

stringent regulations are urs----- g and not oost-effective in relation to the
extrenely lcw health risks of these studies.

In closing, I strcngly uripe the NRC to adcpt the ACNP/SM Petition for !Rulemaking as expeditiously as p wsible. '

(' n -

sincerely, '

d)^
/

Gary F. Ga JD.,

Presidnnt )
Pacific Northwest
Society of Nuclear Medicine

Director, Nuclear Nadicine
St. Vincent Hospital & Medical Center
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