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* T -Dear Mr. Secretary
o -

I'L I am writing to express my .trong support for the Petition for |
'

T Rulemaking filed by the American College of Nuclear Physicions and the
Society of NucleariiAsolcine. I am o pract icing Nuc lear Medicine

S :physicion at Riverview Medical Center, Red Bank, New Jersey.< ,

;o w n .

forcea to' follow the manufacturers'' instructions for kit| feel9|D./ . preparation o'nd expiration times. Here of;Riverview Medical Center,
'! uwe are also forcedafor. therapeutic service's to follow ins $ ructions -
<7, not. only f or. k i t' ' preparat ion | and expi rat ion t imes but also f o r' FDA. ,

opproved Indicottons,. route of'odministration and activity levels.,

The . tRC should recognize that the FDA does oilow, and 'of ten ,,.

ennourages, other clinical uses of approved drugs, and . actively.
"

M, diacourages the submission of physician-sponsored itO's that describe ,

StF new Indicot tons for opproved drugs. The- package I n t e r '. was never | .
'

>

f In t ended - | t o, prohibit physiclans from deviating from I t' f or . other
& Iqdica'lonst on the' cont rary, such deviat ion Is necessery: for growth r

In developing new , dlagnos t ic and theropeutic procedures. In many"

g' ' cases, manuf acturers villl never 'go back to the FDA to revise a package |o
!W i ilnsert/ to include a new Indication because it is not required by the :

|f " o FEM and ;there is' simp.ly no econcmic Incentive to do so. j
1c.

t/)f Currectly, the regulatory provisinns in Port 35 (35.!00, 35.200,
I?i 35.'300' and 33.17(o)(4) do no t allow practices which are legitimate and

. legal under FD% regulot tens and State. medicine and pharmacy laws.''
3 a

regulottons therefore inappropriately I r. t e r f e r e with the
p #'nc ;r Thesen, . . practice, of | medic i ne, which directly contradicts the tRC's ' Med i ca i

Q $Polle'y statement against such Inter f eren.:e.
.a ;,
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Finally, I would like to point out that highly restrictive IRC ~

reE dotions will only jeopardize public health and safety by:
resi7letive access to appropriate Nuclear Medicine procedures

. ' , . . exposing pottents to higher rodlation absorbed doses from alternative
/' - legal, but non-optimal, studies; and exposing hospitol personnel to .

higher rodlotion absorbed doses because of unwarranted, repetitive
procedures. The NRC should not strive to construct proscriptive
regulottens to cover all aspects of medicine, nor shou l d i t a t t errp t to
regulote rodlopharmaceutical use. Instead, the tRC should rely on the
expertise, of the FDA, State Boards of Pharmacy, State Boards ofMedical Quel l ty As surance, the Joint Conmi s s i on on Accreditation of
Healtheore Organizations, rodlotion safety comni t t e e s , institutional
Q/A review procedures, .and most importantly, the professional
j udgemerit of physiclans and pharmacists who have been well-trained to
administer and prepare these noterlois.

Since the tRC's primary regulatory focus appears to be based on
' /- the unsubstantiated assumption that misodministrations, particularly

those involving diagnostic radiopharmaceuticals, pose o serious threat
to the public health and safety, I strongly urge the tRC to pursue o
comprehensive study by a reputable scientific panel, such as theNotlonal Acaderny of Sciences or tha I T R P ,. to assess the
rodlobiological effects of misodministrations f rom Nuc l ea r Medicine i

diagnostic and therapeutic :tudies. I firmly belleve that the resolts
of such a study will demonstrate that the tRC's effort to impose more

g. and rnore st r inges t regulutions are unneccessary and not cost-effective
in relation to the extremely low health risks of these studies.a

In closing, I strongly urge the tRC to adopt the ACbP/StM >

Petition for Rulemaking.os expeditiously as possIble.
,.

Sincerely,

e
.

' Jeffrey D. Gould, M.D.
Stoff Radiologist
Riverview Medical Center
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