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1 as writing to empress my strong support for the petition for Rulemaking |

filed by the American College of Nuclear physicians and the Society of Nuclear j

Hedicine.1 se a practicing (Nuclear Medicine physician, at Caguas Sono-Nuclear ;

Center in Caguas, puerto Rico. I as deeply concerned over the revised 10 CFR 35
'

jg

regulations (ef fective April,1987) governing the medial use of byproduct material ;

as they significantly impact my ability to practice high-quality Nuclear Medicine / |

Nuclear pharmacy and are preventing me from providing optimised care to individual ;
''

patlents. i
I

'the NRC should recognise that the FDA does allow, and of ten encourages, other
clinical uses of approved drugs, and actively discourages the submission of physi-
clan-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 for other ;

indicationsi on the contrary, such deviation is necessary for growth in developing ;

new diagnostic and therapeutic procedures. In many casos, manuf acturers, will never !

go back to the FDA to revise a package insert to include a new indication because
it is not required by the FDA and there is simply no economic incentive to do so. !

|
Currently, the trgulatory provisiona in Part M (35.100, 35.200, 35. W at.d

33.17(a)(4))do not allow practices whlen are legitimte and legal under FIA arda- I
t ions and 'itate madicine and pharmacy 1%s. The se egulattons theref ote twep|q - ;

priataly inter'ett with the practics *.! met icit.t. which directly contredice thet '

RC't Medical Policy statement agaivst sw b interference.
~

r Finally, i weeld like to point out that highly restrie:tive NFC regulations !

| will only .itopardis public hvalth and safety ty tertracting accost t o opt r opr i.tt e :
'

Nuclear Medicine girocadures,i exposing patients to Mgher radiation abeestad doe,es
from alternative legal, but non.ortint.1, studiosi ami erpostrg hospitel p isonnel ;

to higher radiation abterbed 40ses because et unwarraated. tepetithe crocedures. '

The f:RC shet ld not strive to con 6truct prescriptive rtgulations to cover all aspects
a' medictre, i,or should it attempt to regulate radiopharmaceutical use. Instead. i
the NPC should tely on the espertise of the FDA, State Boards of pharmacy. State

,

Boarde of Medics.1 Onality Assurance, the joint Commission on Acreditation of Healt h-
car e Organtrations, n adiation safety committ ees, institutional Q/A review pror e- i

dures, and most importantly, the professional judgement of physicians and phasms- i

cist s who have been well-trained to administer and prepare these materials. |
!-

Since the NRC's primary regulatory focus appears to be based on the unsubs- '

tantiated assumption that nisadministrattoas, particularly those involving diagnos-
tic radiopharmaceuticals, pose a serious threat to the public health and safety, I
st rongly urge the NRC to pursue a comprehensive study by a reputable scientific
panel, such as the National Academy of Sciences or the NCRp, to assess the radio-
biological ef f ects of misadministrations f rom Nuclear Medicine diagnostic and thera-
peutic studies. I firmly believe that the results of such a study will de:monst rate
that the NRC's efforts to impose more and mere stringent regulations are unnecessary ;

and not cost-ef fective in relation to the extremely low health risks of these studies. :
:

In closing. I st rongly urge the NRC to adopt the ACNp/SNM petition for Rulemaking
as expeditiously as possible.
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