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U.S. Nuclear Regulatory ocaniasica
DockeLing & Servion Branch, D #,19H-35-9
Washington, DC 20555 >

Dear Mr. Secrwtary:

i; I am writing to socpress sny support of the Petition of
the Aurloan College of Nuclear Riysicians arti the Society of
Nuclear Medicine cucs-rning the revisions to 10 CFR 35 (April,
1987). I an a menbar of both organizations arti a practicing
nuclear physician at the New York Hospital in New York City. I .

believe that the restrictions to Wilch that petitico is addressed |

are hampering my ability to practios quality nuclear medicine.
!

Specifically, following to the letter the packaging
insert on therapeutic I-131 for the treatrment of cancer wouldi

i

nake it igossible to une the largest safe done in many cases. ;

See: Benua RS, I.meper, RD. A method and rationale for treating
metastatic thyroid catt:intas with the lan;W safe done of 131 I.,

In Mahiros-Neto, G. (ed), Frmtlars mi 'Ihyroid31oav, Planum'

Press, New York, 1986, Vol 2, spl317-1321. 'Ihis is but one :example of the problems arising frta strict ooglianon with
package inserts about indicaticns, expiration times, patient
selection and routes of administration of both diagnostic and

itherapeutic radionuclidas.

Manufacturers generally do not keep changing package '

inserts in line with the prugtession of nadical kncwledge. 'Ihoy ihave no incentive to do so. 'Ihe Ym wisely permits physician (attheir own peril) to use established drugs for non-standard I

indications and in non-standard ways. I believe that you also
| abould follow such a policy.

I urge you to withdraw these restrictive rules aooordirg |to the Spe(/ACNP petition.|

Very truly yours,

c wcr
Richard S. Benua, M.D.
Attery$pg Radiologist
'Ibe p York Hospital <
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