November 26, 2001
MEMORANDUM TO: William D. Travers
Executive Director for Operations

FROM: Martin J. Virgilio, Director IRA/
Office of Nuclear Material Safety
and Safeguards

SUBJECT: DENIAL OF A PETITION FOR RULEMAKING:
JEFFERY C. ANGEL (PRM-35-15)

Your approval and signature are requested on the attached letter to the petitioner and
Federal Register notice (Attachments 1 and 2). The notification for the Commission is
Attachment 3.

On June 29, 1999, the Commission received a petition for rulemaking (PRM) from

Jeffery C. Angel. The petition requested that the U.S. Nuclear Regulatory Commission (NRC)
amend 10 CFR 35.60(c), “Syringe shields and labels,” to require the use of the Angel Shield,
designed by the petitioner, instead of the syringe radiation shields currently in use. The notice
of receipt was published on August 23, 1999 (64 FR 45907). Five comment letters were
received. The staff is moving forward with resolution of this petition and not waiting for
publication of the final revision of 10 CFR Part 35 in the Federal Regqister, as previously
planned, because the proposed resolution no longer relies on the revision of 10 CFR Part 35.

The staff has considered Mr. Angel’s petition and its supporting rationale. The staff
recommends that the petition be denied because existing risk-informed, performance-based
requirements contained in 10 CFR 20.1101, “Radiation protection programs,” already require
licensees to use practical procedures and engineering controls designed to achieve doses that
are ALARA. Currently, § 35.60(c) only prescribes that licensees must use a syringe radiation
shield when administering a radiopharmaceutical without further detail. As such, licensees are
free to use the “Angel Shield,” or other shielding devices, as practicable to meet these
requirements. If the Angel Shield was mandated by NRC’s regulations, it would limit the
flexibility of licensees to use other, including more effective, strategies to meet ALARA without
additional rulemaking.
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The decision to deny this petition is consistent with our performance goals. There is no impact
on public health and safety, the environment, or common defense and security. Use of the
requested device is not essential to limit or minimize doses to the public, workers, or patients,
because other strategies are available. Public confidence should not be affected because the
existing regulations require licensees to minimize doses and this decision continues to allow
licensees the flexibility to use the “Angel Shield” or other strategies, as best fits their individual
practices, in achieving this outcome. The decision maintains the effectiveness, efficiency, and
realism of the current regulations. Lastly, the denial decision does not impose unnecessary
regulatory burden on licensees or the NRC staff, whereas granting the petition would cause
undue burden by imposing prescriptive criteria on licensees.

This denial does not constitute a significant question of policy nor does it affect regulations
contained in 10 CFR Parts 7, 8, or 9, Subpart C, concerning matters of policy. This action falls
within the authority of the Executive Director for Operations.

Attachments:

. Letter to Jeffery C. Angel

Federal Register Notice of Denial
Notice of Petition Denial Signed by EDO
Notice of receipt (64 FR 45907)
Congressional Letters

R S



W. Travers 2

The decision to deny this petition is consistent with our performance goals. There is no impact
on public health and safety, the environment, or common defense and security. Use of the
requested device is not essential to limit or minimize doses to the public, workers, or patients,
because other strategies are available. Public confidence should not be affected because the
existing regulations require licensees to minimize doses and this decision continues to allow
licensees the flexibility to use the “Angel Shield” or other strategies, as best fits their individual
practices, in achieving this outcome. The decision maintains the effectiveness, efficiency, and
realism of the current regulations. Lastly, the denial decision does not impose unnecessary
regulatory burden on licensees or the NRC staff, whereas granting the petition would cause
undue burden by imposing prescriptive criteria on licensees.

This denial does not constitute a significant question of policy nor does it affect regulations
contained in 10 CFR Parts 7, 8, or 9, Subpart C, concerning matters of policy. This action falls
within the authority of the Executive Director for Operations.

Attachments:

. Letter to Jeffery C. Angel

Federal Register Notice of Denial

Notice of Petition Denial Signed by EDO
Notice of receipt (64 FR 45907)
Congressional Letters

R S

Distribution:
RGordon R/F

Please indicate in the box "N" = No copy, "w" = copy with attachment/enclosure, "w/o" = copy without
attachment/enclosure

Document Name: (g:\delmedico\Denial EDO memo 35-15.wpd)

* See Previous Concurrence

OFFC RGB:IMNS RGB:IMNS MSIB: D:IMNS: ADM OGC
IMNS NMSS

NAME JDelMedico * PHolahan * JHickey * DACool* MLesar * STreby *

DATE 6/28/01 7/09/01 7/16/01 8/03/01 5/23/01 7/13/01

OFFC D:OSP D:NMSS

NAME PLohaus * MVirgilio

DATE 6/01/01 11/26/01

OFFICIAL RECORD COPY




<<
  /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


