From:
Pomije, Brian D. (LCDR)

Sent:
Thursday, August 30, 2007 4:29 PM

To:
LaFontaine, Richard L CT; Giel, Daniel T. (CTR); Frampton, Scott W  CIV; Van Way, Rick L  (CIV); Brannon, Charlie E CIV NNMC; 'Goodwill, Michael E CTR NNMC'

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

Subject:
NRC Clarification of the Two Part Requirement of Written Directives for Brachytherapy
Radiation Safety Officers and Radiation Therapy Physicists:

[This e-mail has been forwarded only to Naval Medical Centers since they perform brachytherapy and 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 provided clarification of the two part requirement of written directives for brachytherapy procedures (not including High Dose Rate (HDR) remote afterloaders).  Apparently the NRC has been investigating several medical events in which licensees (outside the Navy) were not aware that the written directive requirements for manual brachytherapy and for low, medium, and pulsed-dose rate remote afterloader brachytherapy require that the written directive be completed in two parts, as specified in Title 10 Code of Federal Regulations (10 CFR) Part 35.40(b)(6).  For certain types of manual brachytherapy, such as is the case for permanent implant manual brachytherapy, the number of radioactive sources implanted is often not known until the procedure is being performed.  Therefore, the written directive requirements for these types of brachytherapy procedures allow for a portion of the written directive to be completed after the procedure has begun.

Part 1 of the Written Directive:  The first part must be completed before implantation of the sources, and must include the following information: (1) patient's name, (2) treatment site, (3) radionuclide, and (4) dose.  The written directive must be signed and dated by the Authorized User (AU) physician before the radiation therapy treatment begins.

Part 2 of the Written Directive: The second part of the written directive is completed after implantation, but before completion of the procedure, and must include the following information: (1) radionuclide, (2) treatment site, (3) number of sources, and (4) total source strength and exposure time (or the total dose).  In cases of permanent implant manual brachytherapy, "completion of the procedure" is more difficult to define, therefore the NRC will be revising 10 CFR 35.40(b)(6) for permanent implant brachytherapy.  

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
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