April 9, 2008

ALL AGREEMENT STATES, MICHIGAN, NEW JERSEY, PENNSYLVANIA, VIRGINIA

NOTICE OF COMPATIBILITY RESOLUTION ON CLARIFICATION OF TRAINING FOR
OPHTHALMIC USE OF STRONTIUM-90 (FSME-08-035)

Purpose: This is to inform you that the U.S. Nuclear Regulatory Commission (NRC) staff has
prepared the enclosed Compatibility Resolution CR-08-01 dealing with 10 CFR 35.491(b)(3),
Training For Ophthalmic Use Of Strontium-90.

Background: There is an error in the requirements of training for ophthalmic use of strontium-
90 in 10 CFR 35.491(b)(3). 10 CFR 35.491 states the authorized user of strontium-90 for
ophthalmic radiotherapy is a physician who meets the requirements in either §35.491(a) or (b).
However, the attestation statement in § 35.491(b)(3) requires the preceptor authorized user to
attest that the individual meets the requirements in §35.491(a) and (b). The effect of this
regulation as written, requires an attestation statement for individuals that are already
authorized users under the requirements of §35.490. There is uncertainty as to what was the
intent of the regulations since this provision is designated as Compatibility Category B. Many
Agreement States have adopted and are in the process of adopting the medical regulations
required to maintain compatibility with the Nuclear Regulatory Commission.

The NRC staff has concluded that Agreement States may adopt the enclosed proposed
administrative change to §35.491(b)(3) prior to its promulgation to address the error.

If you have any questions regarding this correspondence, please contact me or the individual
named below.

POINT OF CONTACT: Kathleen Schneider INTERNET: KXS@nrc.gov
TELEPHONE: (301)415-2320 FAX: (301)415-3502

/RA/

Robert J. Lewis, Director
Division of Materials Safety
and State Agreements
Office of Federal and State Materials
and Environmental Management Programs

Enclosure:
Compatibility Resolution CR-08-01
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CR-08-01

10 CFR 35.491(b)(3) COMPATIBILITY RESOLUTION CLARIFICATION OF TRAINING FOR
OPHTHALMIC USE OF STRONTIUM-90

ISSUE:

There is an error in the requirements of training for ophthalmic use of strontium-90 in 10 CFR
35.491(b)(3). 10 CFR 35.491 states the authorized user of strontium-90 for ophthalmic
radiotherapy is a physician who meets the requirements in either §35.491(a) or (b). However,
the attestation statement in § 35.491(b)(3) requires the preceptor authorized user to attest that
the individual meets the requirements in §35.491(a) and (b). The effect of this regulation as
written, requires an attestation statement for individuals that are already authorized users under
the requirements of §35.490. There is uncertainty as to what was the intent of the regulations
since this provision is designated as Compatibility Category B. Many Agreement States have
adopted and are in the process of adopting the medical regulations required to maintain
compatibility with the Nuclear Regulatory Commission.

DISCUSSION:

The State of Ohio identified to NRC staff the potential issue in §35.491 while revising Ohio’s
medical regulations to maintain compatibility with the NRC regulations. The Statements of
Consideration for Part 35 (67 FR 20310) state that physicians who meet the requirements in
§35.490 automatically meet the requirements to become an authorized user under §35.491(a).
The intent of this provision is that an attestation is not required under the §35.491(a) pathway.
To support this interpretation, other sections in Part 35 that are structured similar to §35.491(a)
(e.g., §35.190(b), §35.290(b), §35.392(b) and §35.394(b)) that require a physician to be a
specific authorized user do not refer to the section requiring an attestation and the
corresponding attestation paragraphs do not reference the authorized user paragraphs.

Consequently, staff has proposed an administrative change for §35.491(b)(3) as follows:

(3)Has obtained written attestation, signed by a preceptor authorized user who
meets the requirements in §§35.490, 35.491, or equivalent Agreement State
requirements, that the individual has satisfactorily completed the requirements in
paragraph (b)(1) and (b)(2) of this section and has achieved a level of
competency sufficient to function independently as an authorized user of
strontium-90 for ophthalmic use.

Staff expects to amend the regulations later in 2008 to reflect this change.
CONCLUSION:
The NRC staff concludes that Agreement States may adopt the proposed administrative change

to §35.491(b)(3) prior to its promulgation and effective date and will meet the Compatibility
Category B designation assigned to §35.491(b)(3).




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


