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Dear Mr. Chilk: |
:

As a practicing Nuclear Medicine $ysician at Kaiser Permanente
,

Medical Center in Oakland, California I went to add my strorg ,

sgport to the Amerian college of Nuclear itysicians and i

Society of Nuclear Medicine Petition fcr Rule Naking filed by I

those organisations. Revised 10 CFR 35 regulatims (April 1987) ,

prevent me frun prwiding optimirad care to irdivi& sal patients |
by interfering negatively with my ability to practice high j
p ality Nuclear Medicine. :

Exerples are legion and I'm sure have been documented by others.
Fundamentally following tha manufacturer's instructims for kit ;

preparation essentially prevents the inplementation of new *

sttdies wall described, h=nted, and proven in medical >

literature until and unless the package insert is changed. 'the i
net offeet is the inability to most cost-effactively and safely ;
perform many diarpestic studies with the result that pstients i
aust undergo more expensive and riskier prvce&res. 'this is i

.
particularly galling since the N allows and at times ;

encourages other clinical uses for approved drugs while at the' -

I same time actively discouraging sutnission of physician- ;

spcosored Dos that describe new irdioaticos for apprwed drugs. !

'Itmas a " Catch 22" is created by the package insert whi& was
never intended to prohibit @ysicians frm practicing medicine |
but now is being used in just that fashion thereby preventing *

developnent of new diagnostic rh. In the absenos of su& i
an N requirement and of any socranic inoentive the j
maralfacturer rarely sees fit to revise the peakage insert. '

'the bottm line is that these highly restrictive NRC regulations
jeopardize public health ard safety in contzedicticm to the

,

charge of that canaission. 'this in turn restricts access to some !

a aciate applications, results in increasedof the most n
radiatico absorbed doses to patients from alternative s uced. ires !

;
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etc. 'Ihe NRC should K+wdze that the praction of radicine is
impacted upon not only by the FDA tut by state boards of

;

medicine, #mrancy, cpality assurance, as well as by the Joint
,

j
Ommission cm Accreditation of Health care Organisaticms ard;

loon 1 hospital ocamittees. All of these agpear better positicned
;

to monitor the w,iate use of radic#*-ticals and I |
believe that the NRC should recognise the experties of these
agencies, boards, and ccanittees, In the ord it is the

i

prciassional judgement d well-trained physicians and [
i

#mtmacists that will assure the safe and offactive use of !
diagnostic radic#mrnaceutionis. !

I therefore strtogly urge the NRC to adcpt the NMP/StM petition
,

:

fcr rule neking as entpeditiously as possible. In addition, I
support the position of thces ceganizations and urge that the !

NRC pursue a ocaprehensive study by a reputable panel such as |
thre National Acadery of Sciences er the N3tP to assess the '

radiobiologic effects of mina&ninistrations fran NuclearI firml believe
Medicine diagnostic and therapeutic studies.that these will demcnstrate that nere stringent NRC .@y

,

tions i

are unnecessary and will not significantly rehoe the extremely
,

low health risks of these Nuclear Medicine p ~- bres.
,
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ISincerely yours,

I, M.D., Chief
Department of Hoclear Medicine
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