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Sec r e t a r y o f t he ConTni s s i on ;'

U. S . Nuc l ea r Regu l a t o r y Conmi s s i on . ;

Docketing and Service Bronch, Docket #PRM-35 9 i

WoshIngton, D.C. 20555 |
Door Mr. Secretary:

;

I am writing to express my strong support for the Petition for ;

Rulemaking filed by the American College of Nuclear Physicians and the 1

Society of Nuclear Medicine. I am o practicing Nuclear Medicine !
physicion of Riverview Medical Center, Red Bonk, New Jersey. !

l feel forced to follow the manufacturers' instructions for kit
proporoflon ond expiration times. Here at Riverview Medical Center, ,

we are also forced for theropeutic services to follow Instructions - i

not only for kit preparation and expiration times but also f or FM '

opprove Indicottons, route of administration and activity levels. |d

'

The tRC should recognize that the FDA does allow, and of ten
encouroges, other clinical uses of opproved drugs, and actively
discourages the submission of physicion-sponsored itO's that describe
new Indicatlens for opproved drugs. The package I n s e r t - wa s never r

intended to prohibit physicians from devloting from it for other i

Indicottons; on the contrary, such devlotion is necessary for growth !

in developing new diagnostic and therapeutic procedures. In many i
cases, manuf acturers will never go back to the FM to revise o package ;

insert to include o new Indicat on because it is not required by the ;
FM ond there is sirrply no economic Incentive to do so. .;

'
Currently, the re in Port 35 (35.100, 35.200,

35.300 ond 33.17(o)(4)gulatory provisionsdo not allow practices which are legitimate and!
legal under FDA regulations and State medicine and pharmacy laws.

,These regulations therefore Inoppropriately Interfere with the |
practice of medicine, which directly controdlets the tRC' s Medical '

Policy statement against such Interference. j

!
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Finally, I would like to point out that highly restrictive tRC
;regulations will only jeopordize public health and safety by: irestrictive access to oppropriote Nuclear Medicine procedures; |exposing pottents to higher rodlotion absorbed doses from alternative ;logol, but non optimal, studies: ond exposing hospital personnel to 'higher rodlotion obsorbed doses because of unwarranted, repetitive iprocedures. The tEC should not strive to construct proscriptive

regulations to cover oil aspects of medicine, nor should it ot terrptregulate rodlopharmaceutical use. to

Instead, Pharmacy,the IRC should rely on the!
,

expertise of the FCA State Boards of State Boards of !Medical Guolity Assura,nce
the Joint Corrmi s s ion on Accreditation of :Heal thcare Organizat ions , , r odlot ion safety conmi t t ee s , institutional ;G/A review procedures, and most importantly, the professional !judgement of physicians and pharmacists who have been well-trained toodminister and prepare these noterlois.

'

Since the IRC's primary regulatory focus appears to be based on
the unsubstantiated assumption that misodministrations porticularly |those involving dlognostic rodlopharmaceuticals, pose o , serious threatthe public healthto and safety, I strongly urge the IRC to pursue acomprehensive study by a reputable scientific pcnel, such as the

1

Notlonal Academy of Sciences or the NCRP, to ossess the
'

rodlobiological effects of misodmini s t rot lons f rom Nuclear Medicine ;
i

diagnostic and theropeutIc studies. I firmly be!! eve that the results
of such a study will demonstrate that t he tRC's e f f o r t to impose more
and more strir. pest regulat loris are unnecces sary and no t cos t-e f f ect ive

!In relation to the e,ttremely low health risks of these studies.
;

In closing, I strongly urge the IRC to ado the ACN)/SNM !Petition for Rulenoking as expeditiously as possible. pt
i

Sincerely,
A-

g Q) >o' va~ , m C)
Lewis J. warehouer, M.D.
Stoff Radiologist

LJW/mt Riverview Medical Center !

,

i

p

>

t

- - . _ . . _ . - . _ _ . . , _ _ -- , , _ _ . . - . _ _ . , _ _ , - . - _ _ , - , - . - , . ~ - . . , , , , , . .- , - - _ _ .- -


