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24 Sep 2002

From:
Commanding Officer, Navy Environmental Health Center

To:
Medical Naval Radioactive Material Permit Holders 

Subj:

IMPLEMENTATION OF TITLE 10 CODE OF FEDERAL REGULATIONS PART 35 (10 CFR PART 35) 

Ref:
(a) Federal Register/Vol. 67, No. 79/ Wednesday, April 24, 2002/ Rules and Regulations 

Encl:
(1) NAVAL RADIATION SAFETY COMMITTEE BULLETIN 2002-01, IMPLEMENTATION OF NEW 10 CFR PART 35
1.
Reference (a) published new regulations in 10 CFR Part 35, Medical Use Of By-Product Material.  These regulations will become effective 24 October 2002.  The Naval Radiation Safety Committee (NRSC) has issued enclosure (1) to provide medical commands issued Naval Radioactive Material Permits (NRMP) the actions required to meet the new regulations by the effective date.  Commands are required to respond to Navy Environmental Health Center (NAVENVIRHLTHCEN) by 18 October 2002, with information requested in the enclosure.
2.
Any questions pertaining to the new regulations or the enclosure can be directed to LCDR Pamela Fetherston or Mrs. Dorothy M. Clark, Commercial (757) 953-0766/0768 or DSN 377-0766/0768, facsimile (757) 953-0670 or E-mail at fetherstonp@nehc.med.navy.mil or clarkd@nehc.med.navy.mil.


/s/


R. J. THOMAS 


By direction

Distribution:

NATNAVMEDCEN Bethesda MD

  (ATTN: LCDR T. P. Padelford, MSC, USN)

NAVMEDCEN Portsmouth VA

  (ATTN: LT R. J. Marro, MSC, USN)

NAVMEDCEN San Diego CA

  (ATTN: LT T. J. Sharp, MSC, USNR)

NAVHOSP Bremerton WA

  (ATTN: LCDR V. T. Hill, MSC, USN)

NAVHOSP Camp Lejeune NC

  (ATTN: LCDR E. A. Swilley, MSC, USN)

NAVHOSP Camp Pendleton CA

  (ATTN: CAPT M. K. Klein, MC, USN) 

NAVHOSP Charleston SC

  (ATTN: LT E. Jackson, MSC, USNR)

NAVHOSP Great Lakes IL

  (ATTN: LT S.P. Voss, MSC, USN)

NAVAMBCARECEN Groton CT

  (ATTN: LT P. J. Emanuel, MSC, USN)

NAVHOSP Guam

  (ATTN: LCDR D. K. Itow, MC, USNR)

NAVHOSP Jacksonville FL

  (ATTN: LT S. R. Judge, MSC, USN)

NAVAMBCARECEN Newport RI

  (ATTN: CDR A. J. Feyerabend, MC, USN)

NAVHOSP Okinawa JA

  (ATTN: LCDR D. J. Shumaker, MSC, USN)

NAVHOSP Pensacola FL

  (ATTN: LCDR S. C. Hecht, MSC, USN)

Copy to:

BUMED (M3F7)

NSHS Portsmouth VA (Attn: Clinical Nuclear Medicine School)

NAVUSEAMEDINSTITUTE Groton CT

NRSC BULLETIN 2002-01: IMPLEMENTATION OF NEW 10 CFR PART 35

23 September 2002












References:

(a) Federal Register/ Vol 67, No. 79/ Wednesday, April 24, 2002 / Rules and Regulations

(b) NUREG 1556, Consolidated Guidance About Material Licenses, Volume 9, Program-Specific Guidance About Medical Use Licenses (Revised Draft Report March 2002) 

Purpose

Reference (a) issued new 10 CFR Part 35, MEDICAL USE OF BYPRODUCT MATERIAL, regulations that will be effective 24 October 2002.  The Naval Radiation Safety Committee (NRSC) is issuing this bulletin to provide permittees the actions required to meet the regulatory changes by the effective date. 

Discussion

The final draft of reference (b) has not yet been published.  This NUREG will provide definitive guidance for a permittee to demonstrate compliance with the new 10 CFR 35 regulations.  Since the release date of the final draft is pending, the actions specified in this Bulletin are directed toward demonstrating compliance with the new 10 CFR 35 regulations that are more restrictive or are new requirements.  When reference (b) is finalized, additional information and guidance will be issued by the NRSC.  

In addition to the changes to 10 CFR 35, reference (a) provided some minor changes to 10 CFR parts 20 and 32.  In particular the following parts have been changed:  20.1002, 20.1003, 20.1301, 32.72 and 32.74.  

Any questions pertaining to the new regulations or this Bulletin can be directed to LCDR Pamela Fetherston or Ms. Dorothy Clark at Navy Environmental Health Center (NAVENVIRHLTHCEN), Commercial (757) 953-0766/0768 or DSN 377-0766/0768, facsimile (757) 953-0670 or E-mail at fetherstonp@nehc.med.navy.mil or clarkd@nehc.med.navy.mil.

Action

This bulletin requires each permittee by 18 October 2002, to respond to the Navy Environmental Health Center (NAVENVIRHLTCEN) with the statements (commitments) and information requested below.  The response shall be forwarded as a formal letter and will be added as a condition of the command’s Naval Radioactive Materials Permit (NRMP).  The response letter shall be signed by a member of management other than the Radiation Safety Officer (See paragraph 6, below). 

    1. Until reference (b) is finalized and the NRSC provides additional guidance, permittees will continue to follow the old Part 35 regulations and their current NRMP requirements with application tie-downs, except as noted below.

      Action: The permittee shall state in their response letter to this Bulletin that they will continue to comply with the old Part 35 regulations and their current NRMP requirements including the application tie-downs, until a formal amendment to their NRMP is submitted and approved by the NRSC.  

    2. Quality Management Program (QMP).  Even though the requirement for a formal QMP (current 10 CFR 35.32) has been deleted in the new regulations, many of the QMP requirements are now incorporated into 10 CFR 35.40/35.41.  To facilitate the implementation of the new Part 35 regulations, permittees will continue to abide by their QMP.

     Action:  The permittee shall state in their response letter to this Bulletin that they will continue to follow their QMP.  The permittee shall also include a copy of their current QMP with the letter.

    3.  Calibration Measurement of Brachytherapy Sources (10 CFR 35.432).  Before the first use of a brachytherapy source on or after 24 October 2002, the permittee is required to determine the source output/activity and the source positioning accuracy within applicators.  To demonstrate compliance with this requirement, permittees can rely on the output measurements provided by the source manufacturer or by a calibration laboratory accredited by the American Association of Physicists in Medicine, as long as the calibration was conducted in accordance with a published protocol accepted by a nationally recognized body and appropriately calibrated equipment was used.  Other applicable sections include 10 CFR 35.630, 10 CFR 35.2432, and 10 CFR 35.2630.

    Action:  Permittees that are authorized to perform brachytherapy shall state in their response letter to this Bulletin that either their brachytherapy source(s) are in compliance with 10 CFR 35.432 or are not.  If the source(s) are in compliance, include the supporting documentation with the  response letter.  If the source(s) are not in compliance then the permittee must state in the response letter that the source(s) will not be used on or after 24 October 2002 and an estimated date when compliance will be achieved.

    4.  Decay of Strontium 90 for Ophthalmic Treatment (10 CFR 35.433).  Permittees will be required to have an authorized medical physicist calculate the activity of a strontium-90 source that is used to determine the treatment times for ophthalmic treatments.  The decay must be based on the activity determined under 10 CFR 35.432, Calibration of Brachytherapy Sources. 

    Action:  Permittees who are authorized to use Strontium 90 for treatment of ophthalmic conditions will state in their  response letter to this Bulletin that either the sources comply with the 10 CFR 35.433 or not.  If the Strontium 90 sources are in compliance, include the supporting documentation.  If the source(s) are not in compliance then the permittee must state in the response letter that the source(s) will not be used on or after 24 October 2002 and an estimated date when compliance will be achieved. 

    5.  Therapy Related Computer Systems (10 CFR 35.457).   This section requires permittees to perform acceptance testing on the treatment planning system of therapy-related computer systems.  The acceptance testing must be in accordance with published protocols accepted by nationally recognized bodies. 

    Action:  Permittees will state in their response letter to this Bulletin that either their treatment planning systems have successfully completed an acceptance test or not.  If they have completed an acceptance test, include the supporting documentation in the response letter.  If the treatment planning systems have not completed an acceptance test, state in the response letter that the systems will not be used on or after 24 October 2002 and include an estimated date when compliance will be achieved.  

    6.  Application for an NRMP, amendment, or renewal (10 CFR 35.12).  Permittees will be required to have management sign for all Permit Applications, Amendments and Renewals.  

Management is defined as the Commanding Officer, Executive Officer, and Department Directors who have “by direction authority” for such purposes.  The designated Radiation Safety Officer (RSO) is not considered part of management in this case.  The Commanding Officer or Executive Officer must sign renewal packages, amendments designating a change in Radiation Safety Officer, and requests for permit termination.  The RSO can sign all other types of correspondence to the NAVENVHELCEN provided they have “by direction authority” for such correspondence and have reviewed the contents with the RSC. 

       Action: Effective the date of this Bulletin, all NRMP Applications, Amendments, and Renewals will be signed by the appropriate level of management as described above.  Those that do not meet this requirement will be returned to the permittee.  

Approved by:
D. E. Farrand




CAPT, MSC, USN




Executive Secretary 




Naval Radiation Safety Committee

Office of Chief of Naval Operations (N455)

