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Dear Ms. Vietti-Cook:

I am responding to the Petition for Rulemaking (PRM) of Peter G. Crane, Docket No. PRM-35-18, which
opposes allowing patients to be released from radioactive isolation if they contain >30 mCi, thus revoking that
part of CFR 35.75. The petitioner alleges that there are medical grounds for this action, that family members and
others of the public will be, or are being, harmed under the current policy.

I urge you to turn down this PRM promptly on the grounds of a total lack of evidence. Mr. Crane certainly
provides none himself.

At the University of Cincinnati my Division treats about 150 patients a year for thyrotoxicosis and thyroid cancer.
Because of the small possibility of emesis, we pretreat all our thyroid cancer patients, numbering 50-65 per year,
with antiemetics. Over 38 years of treating such patients we find the prevalence of emesis to be less than 1 %.

There are ample data on the extremely low radiation doses family members receive from patients released after
1311 therapy:

1. Grigsby PW, Siegel BA, Baker S, Eichling JO. Radiation exposure from outpatient radioactive iodine (1311) for
thyroid carcinoma. JAMA 2000; 283: 2272-2274. Radiation exposure to 30 children (younger than 19 years), 35
adults, and 17 pets was almost always under 1 mSv, with one adult and two pets receiving about 1.2 mSv.

2. Vanencia CD, Germanier, AG, Bustos SR et al. Hospital discharge of patients with thyroid carcinoma treated
with 1311. J Nucl Med 2002; 43:61-65. Using very conservative calculations which did not considering dispersion
or attenuation of radiation in the patient, but using the NRC model, radiation doses to exposed family members
never exceeded 5.01 mSv, with only 2 Of 14 patients giving doses >3 mSv (4.24, 5.01 mSv).

3. NUREG-1492, 1996 reviewed all available data to conclude that the current NRC patient release rule was a
safe one.

Yet Mr. Crane insists that ufamily members will receive larger and potentially harmful doses of radiation under
uncontrolled conditions." He needs to show any data that doses less than 5 mSv are harmful.

In fact a recent definitive review (Brenner DJ, Doll R, Goodhead DT, Hall E et al. Cancer risks attributable to low
doses of ionizing radiation: assessing what we really know. Proc Natl Acad Sci USA 2003; 100:13761-13766),
indicates that the available epidemiological data show no risk for carcinogenesis at radiation doses <10 mSv for
acute exposures and at doses <50 mSv for chronic exposures such as those from radiolodine. That is a "safety"
factor of 10 greater than the current NRC regulation, which allows exposures up to 5 mSv (CFR 35.75).
Compare this to the actual family doses almost all <3 mSv from 1311 therapy noted above.
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Furthermore there is the issue of the cost per night of an unnecessary hospitalization in an American hospital. In
Ohio, according to the Cleveland Plain Dealer, 2 October 2002, the average hospital per diem cost in Ohio was
$1426. Allowing about a 3% a year increase in medical costs (and they appear to be much higher), the daily cost
by the start of 2006 would be $1558. There are expected to be in excess of 23,000 cases of thyroid cancer this
year. On the assumption that, for a variety of reasons, only half of these cancers are treated with 131 1 (a very low
fraction; it is higher in our experience), then the annual cost in the U.S. of a night in the hospital (and often more
than one night was required by the old NRC regulation before.1997) which would be caused by reinstituting this
baseless regulation is $1558 x 23,000 x 0.5=$17,917,000!

The petitioner provides no data to suggest any reason for reversal of the data-driven decision by the NRC
implemented in May, 1997. I urge the NRC to deny this PRM.

Cordially,

Edward B. Silberstein, M.D.
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