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Attention: Rulemaking and Adjudication Staff

March 7, 2006 (10:04am)

OFFICE OF SECRETARY
RULEMAKINGS AND

ADJUDICATIONS STAFF

RE: (PRM-35-18) Peter G. Crane; Receipt of Petition for Rulemaking.
Federal Register Vol. 70, No 244, December 21, 2005.

These comments concerning the Petition for Rulemaking filed by Peter G. Crane are
submitted on behalf of the National Association of Nuclear Pharmacies (NANP).
NANP members include nuclear pharmacies engaged in the preparation and
distribution of radiopharmaceuticals used in diagnostic imaging and therapeutic
applications in medicine. The NANP has an interest in ensuring that these products
can be made available as needed for the delivery of quality patient care, we also have
concern for the health and safety of patients, those who provide treatment and care
for them, as well as the public and patient family members.

At face value it appears that the scope of applicability of the petitioner's amendment
would be limited to therapeutic 1-131 administered orally. NANP membership
includes pharmacies that compound and prepare doses of 1-131 for therapeutic
administration. It has been reported' that in 2004, approximately 122,000 procedures
were performed in the U.S. to treat hyperthyroidism, Grave's Disease and thyroid
cancer using therapeutic 1-131. Treatment of hyperthyroidism typically involved the
administration of 2 to 30 mCi, whereas doses of 30 to 300 mCi were administered for
thyroid cancer therapy. Most (85%) hyperthyroid procedures were performed on an
outpatient basis as were the majority (62%) of the procedures for thyroid cancer.

The petitioner does not discuss issues that would be relevant to 1-131 administered
by perfusion or in other forms, including sealed sources, introduced into the body.
NANP opposes the petitioner's request to amend 10 CFR 35.75 to prohibit the
release of patients from radioactive isolation with more than the equivalent of 30 mCi
of 1-131 in their systems.

In addition, Rutar, et al. report the results of radiation exposure monitoring of family
members and caregivers of those patients receiving 1-131 BEXXAR therapy of non-
Hodgkin's lymphoma. Family members were provided radiation-monitoring devices to
directly monitor radiation exposure. Measured doses ranged from 10-409 mrem. In
this and other studies, estimated and measured dose equivalents to maximally
exposed individuals were below 500 mrem. Measured doses were, in most instances,
lower than those predicted by patient-specific calculations, thus confirming the validity
of the calculated dose predictions. Therefore, radioimmunotherapy with tositumomab
and iodine 1-131 tositumomab can be safely conducted on an outpatient basis.

NANP appreciates the opportunity to express comments on this Petition for
Rulemaking. Please contact us if there should be any questions or if any additional
information is needed concerning these comments.

Sincerely,

Jeffrey P. Norenberg, PharmD, BCNP, FASHP, FAPhA
Executive Director and ChairmanJ'ernpa+C=,qO(07 3EC'h-0t2.
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From: Jeff Norenberg <jpnoren~unm.edu>
To: <SEC'@ nrc.gov>
Date: Mon, Mar 6, 2006 5:55 PM
Subject: PRM-<35-1 8 Peter G. Crane Petition for Rulemaking, Federal Register Vol 70 No 244

Dear Sir/Madam,
Please find attached comments regarding (PRM-35-18) Peter G. Crane; Receipt
of Petition for Rulemaking.
Federal Register Vol. 70, No 244, December 21, 2005.
Respectfully,
Jeffrey P. Norenberg

**************************** ********************************************

************************ ********I

Jeffrey P. Norenberg, MS3, PharmD, BCNP, FASHP, FAPhA
Executive Director and Chairman
National Association of Nuclear Pharmacies

Associate Director,
New Mexico Center for Ilotopes in Medicine

Associate Professor and
Director, Radiopharmacoutical Sciences
College of Pharmacy
2502 Marble, NE MSCO9 5360
1 University of New Mex co
Albuquerque, NM 87131 -0001

Phones
Direct: 505-272-8101
Admin. Assistant: 505-2;'2-4322
Laboratory: 505-272-3478
email: jpnoren ~unm.edu

Confidentiality Notice: This e-mail message, including any attachments, is
for the sole use of the intended recipient(s) and may contain confidential
and privileged information. Any unauthorized review, use, disclosure or
distribution is prohibited. If you are not the intended recipient, please
contact the sender by reply e-mail and destroy all copies of the original
message.

CC: Christopher Ondeck <condeck@crowell.com>, Danny Allen <nutech @tyler.net>, David
Barnes <DavidBarnes @ge.com>, James Ponto <james-ponto@uiowa.edu>, Jeffrey Norenberg
<jpnoren © unm.edu>, Jerry Costanzo <Jerry.Costanzo @ cardinal.com>, Michael Mosley
<Michael.Mosley©petnetpharmaceutical.com>, Rich DeVeau <Rich.DeVeau©ge.com>, Richard Nickel
<Richard.Nickel@tycohealthcare.com>, Tim Quinton <quinton@radiopharmacy.com>, Sarah
Burkey-Bridgman <SBur'<ey-Bridgman@crowell.com>
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