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American The Society
College of of Nuclear
Nuclear Medicine

Physicians
November 1, 1989

The Ponorable Kenneth M, Carr
Chairman

U. S. Nuclezr Regulatory Commission
Washington, DC 20558

Dear Mr, Chairmens

It was cecrtainly a pleasure meeting vou snd your staff recen’ly to discuns
the luclear decicine community’s coscerns with come of the NRC’'s medice)] use
regulations contained in 10 CFR Part 35. We deeply appreciate your time and
interest in our concerns ird projnsed soluticrs.

I wanted to follow up on scne details aid facts as premisad during our
visit., As you Kaow, we believe tae Nuclear Xedicina community his an excellent
safety record ard that the misadninistration r2te in our fiald is erceedingly
lTow when cunpared to other medics) specialties. Our misadwinistration rate of
adtut 1 in 10,020 is epprexiiaitely 1,000 times lower thin the diagnostic
radioleys rotike (ccsertially 1 aisadministration ) rate ard about 2,000 times
12aér than the nor-radicactive 4rug misadainistration rate. Nore importantly,
in terns of ragiation aYsorbed dcse, Nuclaar Hedicine proseduscs ganerally result
in 5ty 10 or more tines less 1bsorbed dose than many comparable radiclogy
procedures; in terms of safety of drugs, our radicactive drugs are the safest
crups used in the United States tocay. (see accompanying tihle).

The NKC uses the figure of about 100 mrem whole body 1adiaticn dose cn
vverage per nuclear medicin: misadministration. If this is Judged *o be &
significant risk to the public health and safety, ihen parhaps we should
encourage the evacuation of a large part of Colorade, including Derver, whore
tach menber of the populaticr. receives thn cnuivalent of 97e Nuclasr %edic)ae
nisadministration per year just from axtra backgrourd radistion!

I would like to empnicize that ihe vast majoerity of Nuclear sedicin:
itudies perforned are diagrostic, srd pose no real or theoratical hamr. Ia
fact, the total niticnal radiation adsorted dose fro:r Muclear Medicin:
nisadminstrations per year is 100 rem; even if 100 rei were given ¢ on:2
individual, it woulc net kil him (it secis that the ehly indivicuals who do
recaive that kind of radiation ere ridiographers with genural licens2s, and they
are hardly regulated at all).

As we discussed, Mucl2ar Medicine physicians do parform sone radicpaar-
riceutical therapy procedures, vhere the patential for harn is greater., However,
| have been practicing Nucla3r Medicire since 1969 and have never encourterd
3 therapy misadministraticri., We would 1ike to clarify the fact that nrocny-
therapy and telethemapy ere porformed ty radiation thoecapists, and this s
completely separate from Nuclear Medicine. Some of sur therapy procedures
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include Wal - 131 (thyroid), NagP04-P-32 (bone marrow disorders), and chronic
phosphate P-32 (intracavitary metastases), but these procedures involve
radioactive drugs as opposed to encapsulated radionuc)ides, radiation from sealed
sources, or radiation produced from machines. Muclear Medicine physicians and
our organizations do not impact on the practice of brachytherapy or teletherapy.

The Society of MNuclear Medicine and the American College of WNuclear
Physicians share with the NRC the goal of providing the highest quality Nuclear
Medicine services to patients. However, we believe that existing programs and
mechanisms to asswi'e quality contrel are already in place and that the NRC should
not embark upon new programs and regulations that duplicate those already in
Flace. Ha zre always willing, however, ¢+ work with the NRT to modify requlatory
initiatives to achieve a mutually acceptable and hopefully workable regulatory
framework that protects the public and facilitate for optimal medical care.

Ke look forward to hearing more about the NRC's Yisiting Fellows program,
and believe that the NRC would benefit greatly from having direct medical input

to staff. The Society and College would be happy to assist the NRC in making
this program work.

Once again, I appreciate the opportunity to meet with you to discuss these
important issues. 1 hope you and your staff will feel free to call upon me or

other SNM/ACNP members or staff if you ever have any questions about Nuclear
Medicine.

Sincerely,

/i’ /

Naomi P. Alazraki, H.D.
President-Elect, SNH

Enclosure

cc:  Richard A. Holmes. M.D., President. SNM
Capt. William H. Briner (ket.)
E. William Allen, M.D., President, ACNP
Virginia M. Pappas
Carol A. Lively




COMPARATIVE DEATH RATES

NON-RADIOACTIVE DRUGS..........10-40/10,000
PARENTERAL CONTRAST MEDIA......0.25-1/10,02)
PULMONARY ANGIOGRAPHY.... .25/10,000
FEMICTULEN, v g e .2/10,000
NEPAREN. v vl »9.5710,000
ANTINEOPLASTICS..... .28/10,000
BLOOD TRANSFUSIONS. .. .0.03/10,000
RADIOPHARMACEUTICALS. .<0,002710,000*

*Assumes under 20 deaths in the whole history

of nuclear medicine and 100,000,000 total
studies.

sources: Porter. J,. Jick. H. "Drue~Related Deaths Among
Medical Inoatients." JAMA, Vol, 237, February 28,
1977, pp 879-881.

Shapiro, S., Slone, D., Lewis, G. P., et al. '"Fatal

Drug Reactions Among Medical Inpatients.”" JAMA,

Vol. 216, 1971, pp467-472. B
Armstrong, B., Dinan, B., Jick, H. '"Fatal Drug Reactions
in Patients Admitted to Surgical Services," American

of Surgery, Vol. 132, PP.643-645, 1976, i ]

Adverse reaction data for radiopharmaceuticals compiled
by the Society of Nuclear Medicine,




