From:
Pomije, Brian D. (LCDR)

Sent:
Monday, August 06, 2007 5:41 PM

To:
APaulSanford@aol.com; Aversa, Frank A. (Civ); Brannon, Charlie E CIV NNMC; Burke, Gerald; Clark, Dorothy M. (CIV); Ely, Karen D. (CIV); Fairchild Gregory R LT; Feightner, Michael P. LT; Fletcher, Douglas W LCDR NNMC; Forcier, Michael R. Civ; Frampton, Scott W  CIV; Giel, Daniel T. (CTR); Goodwill, Michael E CTR NNMC; Gorsuch, Gregory  M. CAPT; Harden, Gary W CIV; Houston, Tony L. HM1; Johnson, Gabrielle M GS; LaFontaine, Richard L CT; Ozeroglu, Muhammed A  LT; Parry, Marie I LCDR; Pomije, Brian D. (LCDR); Quiambao, Ares O. HM2; Sanford, Abra P. CIV; Scott, John H., CIV.; Smith, Glenee L. (Civ); StJohn, Theodore (CDR); Straiff, Walt; Van Way, Rick L  (CIV); Younes, Georges  E LCDR

Cc:
'Fragoso, Lino L CAPT OPNAV, N455'; Adams, William J. CAPT BUMED; Ely, Karen D. (CIV); Clark, Dorothy M. (CIV); 'LCDR Brian Pomije'; Lieske, Jonathan M. (LCDR); Fallon, Ann P. (CAPT); Nazareno, Felix M GS; Hourigan, Jane K CAPT; MacMahon, Francis  R CAPT NMNCA; O'Connor, Peter F. (CAPT)

Subject:
NRC - IN 2007-25, "Suggestions from ACMUI for Consideration to Improve Compliance with I-131 Written Directive (10 CFR 35.40) and Supervision (10 CFR 35.27) Requirements”
Attachments:
IN 2007-25.pdf

Radiation Safety Officers (RSOs) and Medical NRMP Permittee Commands:

[This e-mail has been forwarded only to Naval Medical Commands that possess a Naval Radioactive Materials Permit (NRMP) issued by the Naval Radiation Safety Committee at OPNAV-N45.]

The U.S. Nuclear Regulatory Commission (NRC) has recently issued the following Information Notice (IN) to underscore the requirement in 10 CFR 35.40 that the administration of sodium iodide iodine-131 (I-131) in dosages greater than 30 microcuries [1.11 megabecquerels (MBq)] requires a written directive signed and dated by an authorized user (AU) physician.  In addition, it emphasizes the need for administering technologists to verify the existence of written directive and/or the dosage with an AU prior to administration of I-131.  Another purpose of the Information Notice is to remind licensees of their responsibility under 10 CFR 35.27(a) to instruct the supervised individual in written directive procedures and to require supervised individuals to follow the instructions of the supervising AU.

Information Notice 2007-25, " Suggestions from the Advisory Committee on the Medical Use of Isotopes for Consideration to Improve Compliance with Sodium Iodide I-131 Written Directive Requirements in 10 CFR 35.40 and Supervision Requirements in 10 CFR 35.27"  (dated July 19, 2007)
[To view this and other NRC Information Notices, go to the NRC public website at http://www.nrc.gov/reading-rm/doc-collections/gen-comm/info-notices/2007/  or click on the attachment.]
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Information Notice 2007-25 also contains the NRC's Advisory Committee on the Medical Use of Isotopes' (ACMUI's) suggestions for ensuring compliance in using written directives and improving communications between the AU and the individual performing the radiopharmaceutical administration.

This Information Notice and ACMUI recommendations are in response to eleven medical events (none in the Navy) between Feb 2004 and May 2005, and eight additional medical events since then, that all could have been prevented if there was a proper written directive from the AU, and if the technologist administering the I-131 would have verified the administration against a written directive for I-131 dosages greater than 30 microcuries.

Navy medical permittee commands are strongly advised to adopt the ACMUI recommendations, but need to be aware that they must also comply with all commitments in their High Confidence Program (formerly QMP) written procedures.  One clarification is to the second ACMUI recommendation on page 4 of the Information Notice: i.e., all Navy commands have committed to performing direct measurements of all unit dosages in a dose calibrator prior to administration of radiopharmaceuticals.  This is a mandatory procedure and not considered optional.

Each command’s RSO and Radiation Safety Committee (RSC) should review the contents of this message to determine applicability to their command, and to ensure full compliance with NRC and Navy requirements.

Please contact the Navy Environmental Health Center if you have any questions and/or concerns.

Very Respectfully,

LCDR Pomije

Brian D. Pomije, MS, D.A.B.R.

Commander (select), Medical Service Corps, USN

Radiation Health Team Leader

Navy Environmental Health Center

620 John Paul Jones Circle (Suite 1100)

Portsmouth, VA 23708-2103

brian.pomije@med.navy.mil

W: (757) 953-0766; DSN: 377-0766

Cell: (757) 651-2814; Fax: (757) 953-0670

HIPAA Disclaimer: This document may contain information covered under the Privacy Act, 5 USC 552(a), and/or the Health Insurance Portability and Accountability Act (pl 104-191) and it’s various implementing regulations and must be protected in accordance with those provisions. Healthcare information is personal and sensitive and must be treated accordingly. If this correspondence contains healthcare information it is being provided to you after appropriate authorization from the patient or under circumstances that don't require patient authorization. You, the recipient, are obligated to maintain it in a safe, secure and confidential manner. Redisclosure without additional patient consent or as permitted by law is prohibited. Unauthorized redisclosure or failure to maintain confidentiality subjects you to application of appropriate sanction. If you have received this correspondence in error, please notify the sender at once and destroy any copies you have made.

PAGE  
2

_1247979661.unknown

