OFFICE OF THE SECRETARY
CORRESPONDENCE CONTROL TICKET

Date Printed: Jun 18, 2010 09:50

PAPER NUMBER:
ACTION OFFICE:

AUTHOR:
AFFILIATION:

- ADDRESSEE:

SUBJECT:

ACTION: /
DISTRIBUTION:

LETTER DATE:

ACKNOWLEDGED
SPECIAL HANDLING:

NOTES:

FILE LOCATION:

DATE DUE:

\
/\m\Q N
S\’

LTR-10-0278
OGC

LOGGING DATE: 06/18/2010

Peter Crane
WA

Stephen Burns

Safety guidance on radioactive patients in hotels...

Appropriate
RF

06/17/2010

No
Placed in ADAMS via OGC/DPC

ADAMS

DATE SIGNED:



‘Pe,ter Crane / 6545 27" Ave. NW / Seattle, WA 98117 / 206-783-8485 / kinderhook46@yahoo.com
June 17,2010

Mr. Stephen G. Burns, General Counsel
United States Nuclear Regulatory Commission
Washington, D.C. 20555

Dear Steve,

Thank you for sending me a copy of your letter of June 1, 2010, to the Chairman and Vice-Chairman of the
Advisory Committee on the Medical Uses of Isotopes, discussing comments made at the May 24, 2010,
meeting of that Committee. At that meeting, the staff stated it that though it had committed itself in June
2008 to issue safety guidance on radioactive patients in hotels, it had been advised to delay doing so until
after the resolution of my lawsuit against the NRC. (In that lawsuit, the issue of radioactive patients in hotels
occupied a central role.) I understood the staff to say that this advice came from the lawyers, and when I
drew attention to this during my presentation, and sharply criticized the lawyers for causing a two-year delay
in the issuance of guidance needed to protect public safety, I was not contradicted by anyone. Moreover, at
the conclusion of the meeting, in a conversation with Chris Einberg, who presided over the meeting, he
confirmed, as I recalled it, that this advice came from the lawyers. In a telephone conversation on June 14,
he remembered this slightly differently: that in our conversation after the meeting, he told me that his staff
had said that this advice may have come from the lawyers.

Be that as it may, I have since had an opportunity to review the transcript of the meeting and though it shows
Mr. Einberg saying that the staff was advised to delay the guidance on radioactive patients, he does not spell
out from whom it received this advice. It is possible that someone else made reference to “the lawyers,” as
an aside, but if so, the microphone did not pick it up.

Withholding the safety guidance until the lawsuit was concluded could have had, it seems plain, only one
possible benefit: that of not undercutting the argument of the NRC’s litigators that my concerns about
radioactive patients in hotels were unfounded. (As I am sure you are aware, in arguing that my claims on
this score were meritless, OGC assured the Court unequivocally that the NRC’s rules did not permit doctors
to send radioactive patients to hotels.) The benefit of proceeding with the guidance without delay would
have been of a quite different kind: protecting hotel guests and hotel cleaning staff from being contaminated
with carcinogenic [-131 excreted by radioactive patients in their sweat and urine. We will never know what
harm could have been averted, and to whom, if the staff had moved quickly two years ago to issue this
guidance, even at the cost of complicating the defense of the lawsuit.

Advice about litigation, and the impact of NRC actions on pending lawsuits, should and normally does come
from the Office of General Counsel. Nevertheless, in light of the fact that the staff has not yet identified who
provided the advice in this case, and that the transcript is silent on the subject, we cannot exclude the
possibility that it came from somewhere other than OGC. Whether I misheard the staff, or merely assumed
that the advice to withhold the guidance until the litigation was over came from OGC, it seems that I may



have been hasty. 1 would therefore like to withdraw, pending further inquiry, my criticism of OGC for
" having delayed the guidance, and apologize to all concerned, including in particular the Solicitor.

Lest this statement be misinterpreted, however, I wish to reiterate that I stand by my criticism of OGC for
having assured the Ninth Circuit that “the NRC’s rule does not permit or encourage doctors to send treated
patients to hotels,” only months after approving directly opposite advice in an internal memo to Region I, as
well as for telling the Court that the agency believed me to have dropped the issue of radioactive patients in
hotels. I continue to find these acts inexplicable and profoundly troubling.

Perhaps I should make clear that my interest in this matter is not to prove NRC wrong or myself right, but to
remedy the harms that NRC procrastination is inflicting daily on real people. For example, just this past
Saturday, June 12, I was contacted by the mother of a 16-year-old thyroid cancer patient in southwestern
Virginia. Her message, with the child’s name redacted by me for privacy, included the following:

I spoke with the RN last week and asked about spending the night in the hospital. We

live 3 hours from where she will be treated - assuming we do not get caught in city traffic.

1 was told that under NO circumstances would [she] ever be admitted. She said we could
check into a hotel (expose the hotel staff?) if we were not comfortable taking her home, but
the dr. would never admit her. 1told her that [she] has a tendency toward nausea and [ was
concerned about her throwing up on the way home as well as needing to use a public restroom
because she is to stay hydrated. I have concerns for my husband and I (as well as possibly
the public) with her traveling with us in the car. The RN was adamant that there was no need
any more to keep people overnight. ... I know that going to a hotel is obviously unsafe for
others. Is there a way we can eliminate the risk if we cover everything with Saran Wrap and
bring her own sheets and towels? (not sure what to do with them even if we do not want

to keep them?) Could she safely wash her bathroom after 24 hours?

This is the reality that American thyroid cancer patients face every day: medical providers who invoke a
blanket rule against inpatient treatment, regardless of both the potential dose to others and NRC regulatory
requirements, and who give patients the erroneous advice that inpatient treatment is never necessary;
providers who recommend that radioactive patients stay in hotels, without a thought to, much less a
calculation of, the potential dose to hotel guests and staff; and patients left utterly in the dark, owing to
NRC’s continuing silence on the issue, about how to limit radioactive contamination when staying in hotels.

I hope we can agree that whatever the reason for the staff’s failure to proceed with the safety guidance it
promised in June 2008, this two-year hiatus was deeply regrettable. Regardless of whether OGC was the
source of the advice that the guidance be delayed during the pendency of the litigation, OGC’s statements to
the Court of Appeals on radioactive patients and hotels leave it with much to answer for. The process of
making amends to the patient community and the hotel-using public should begin, I suggest, by working
with the NRC staff to make the issuance of safety guidance on I-131 patients in hotels a top priority.’

' In my view, which the NRC regrettably does not share, that safety guidance could and properly should be reduced to a single
paragraph, stating that the NRC’s rules forbid radioactive patients to be sent to hotels, since a realistic estimate of the dose to
others is impossible; that this practice presents an unacceptable risk to public health and safety, as New York City’s Health
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I do not mean to give the impression that this would solve all the problems we face in this area. For

~ éxample, I have long criticized the NRC for failing to make clear to licensees what was stated unequivocally
in the final notice of rulemaking in 1997: namely, that to treat a patient with a high dose of I-131 on an
outpatient basis, there must be an individualized analysis of the probable dose to others, based on the
person’s living situation.? At the October 2009 conference of the Thyroid Cancer Survivors® Association,
Jim Luehman of the NRC staff declared forthrightly that this was in fact what the rule required. But at the
ACMUI meeting of May 24, 2010, Dr. Donna Beth Howe of the staff took a different position, saying that
“there are a number of different ways that licensees can approach this requirement,” and giving examples
(see transcript at p. 36.) If the responsible NRC staff cannot agree about what the rule requires licensees to
do, it is hardly surprising that many licensees, including the one employing the registered nurse quoted
above, do not understand (or if they do understand, do not care) what NRC’s rules require. Here again, OGC
has a major role to play in clarifying and articulating NRC’s regulatory requirements, and I hope it will rise
to the responsibility. If I and other members of the thyroid cancer patient community can contribute to this
process, by aiding the NRC’s understanding of how the agency’s rules are being applied in practice, you will
find us more than willing to help out.>

Sincerely,

Peter Crane

Cc: John Cordes, Solicitor
Chairman Jaczko and Commissioners
Dr. Leon Malmud, Dr. Bruce Thomadsen, and members, ACMUI
Representative Edward J. Markey
James Luehman, Chris Einberg, Donna Beth Howe, NRC staff
Mark E. Chopko, Esq.
Gary Bloom, Thyroid Cancer Survivors’ Association
Steve Sternberg, USA Today

Department and the States of Washington and Minnesota have aiready declared; and that any patients who cannot satisfy the
NRC’s criteria for release to their own homes must be treated as inpatients.

Z«[1]f the licensee wishes to release a patient with an activity that is greater than the value in the default table [i.e., 33 millicuries
of I-131], the licensee must do a dose calculation using case-specific factors to demonstrate compliance with the release criteria.”
62 FR 4120, 4125 (Jan. 29, 1997).

* Evidence that the NRC’s rules are being flouted by no means comes exclusively from the patient community. See the dialogue
between two ACMUI members, Dr. Eggli and Chairman Malmud, at the ACMU! meeting of October 22, 2007, seven months
before NRC found my concerns about the rule and its implementation to be baseless. In it, Dr. Eggli describes the near
impossibility of getting insurance companies to pay for inpatient stays, “even when [ have family situations that require it,” and
Dr. Malmud concurs: “[A]ll patients are discharged upon treatment. We whisk them out the doors as fast as possible. ... They are
given outpatient doses between 100 and 200 millicuries of I-131, depending upon the extent of their thyroid cancer and
occasionally, even higher doses. ... There’s also an impossibility of keeping the patient in the hospital since the insurer will not
cover it. The insurer will not cover it, will not cover the inpatient stay. ... [W]ithin the hospital, this patient is an unwelcome guest
currently. Uninsured, their wonderful insurance stops because it is no longer necessary for them to be an inpatient. The health
care employees are concerned and the hospital will not allow them to stay.” (See Transcript, pp. 187-192.)



