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The NRC issues regulatory guides to describe and make available to the public methods that the NRC staff considers acceptable 
for use in implementing specific parts of the agency’s regulations, techniques that the staff uses in evaluating specific problems 
or postulated accidents, and data that the staff needs in reviewing applications for permits and licenses.  Regulatory guides are not 
substitutes for regulations, and compliance with them is not required.  Methods and solutions that differ from those set forth in 
regulatory guides will be deemed acceptable if they provide a basis for the findings required for the issuance or continuance of a 
permit or license by the Commission. 
 
This guide was issued after consideration of comments received from the public.  
 
Regulatory guides are issued in 10 broad divisionsC1, Power Reactors; 2, Research and Test Reactors; 3, Fuels and Materials 
Facilities; 4, Environmental and Siting; 5, Materials and Plant Protection; 6, Products; 7, Transportation; 8, Occupational Health; 
9, Antitrust and Financial Review; and 10, General. 
 
Electronic copies of this guide and other recently issued guides are available through the NRC’s public Web site under the 
Regulatory Guides document collection of the NRC’s Electronic Reading Room at http://www.nrc.gov/reading rm/doc 
collections/ and through the NRC’s Agencywide Documents Access and Management System (ADAMS) at 
http://www.nrc.gov/reading rm/adams.html, under Accession No. ML100490731. 

 

REGULATORY GUIDE 6.9 
(Draft was issued as DG-6007, dated July 2009) 

 

ESTABLISHING QUALITY ASSURANCE PROGRAMS  
FOR THE MANUFACTURE AND DISTRIBUTION OF  
SEALED SOURCES AND DEVICES CONTAINING 

BYPRODUCT MATERIAL 
 

A.  INTRODUCTION 
 

This regulatory guide directs the reader to the type of quality assurance (QA) and quality control 
(QC) program acceptable to the staff of the U.S. Nuclear Regulatory Commission (NRC) during the 
review of an application to manufacture or distribute sealed sources and devices containing byproduct 
materials.   
 

Title 10 of the Code of Federal Regulations (10 CFR) Part 32, “Specific Domestic Licenses To 
Manufacture or Transfer Certain Items Containing Byproduct Material” (Ref. 1), regulates the 
manufacture and distribution of sealed sources or devices containing byproduct material.  Regulations in 
10 CFR 32.51(a)(2) and 10 CFR 32.210(c) require the applicant or registrant to submit information about 
the QA program in sufficient detail to allow the NRC reviewers to ensure that the product is 
manufactured and distributed in a manner that is adequate to protect health and minimize danger to life 
and property.   
 

This regulatory guide endorses the methods and procedures for a QA/QC program described in 
Section 10.7, “Quality Assurance and Quality Control” of NUREG 1556, Volume 3, “Consolidated  
Guidance About Materials Licenses:  Applications for Sealed Source and Device Evaluation and 
Registration,” Revision 1, issued April 2004 (Ref. 2), as a process that the NRC finds acceptable.  As 
described in Revision 1 of Volume 3 of NUREG 1556, the applicant must provide details of the QA 
program that ensure that the product is manufactured and distributed in accordance with the 
representations made in the application and the statements contained in the registration certificate for the 
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product. QA/QC programs for the manufacture and distribution of sealed sources or devices containing 
byproduct material should be structured to verify that the byproduct material will not breach its 
containment and contaminate the environment or unnecessarily expose individuals to radiation.  The 
QA/QC program proposed by the applicant should demonstrate that the design fully conforms to the 
statements and commitments submitted in support of the application (including materials, dimensions 
within stated tolerances, manufacturing methods, assembly methods, and labeling), using sampling 
methods that meet the provisions of 10 CFR 32.110, “Acceptance Sampling Procedures Under Certain 
Specific Licenses,” or the equivalent.   
 

The NRC issues regulatory guides to describe to the public methods that the staff considers 
acceptable for use in implementing specific parts of the agency’s regulations, to explain techniques that 
the staff uses in evaluating specific problems or postulated accidents, and to provide guidance to 
applicants.  Regulatory guides are not substitutes for regulations and compliance with them is not 
required.   
 

This regulatory guide contains information collection requirements covered by 10 CFR Part 32 
that the Office of Management and Budget (OMB) approved under OMB control number 3150 0001.  
The NRC may neither conduct nor sponsor, and a person is not required to respond to, an information 
collection request or requirement unless the requesting document displays a currently valid OMB control 
number.   
 

B.  DISCUSSION 
 

As part of its redesign of the materials licensing program, the NRC consolidated and updated 
numerous guidance documents for materials licenses into the multivolume NUREG 1556.  Various 
volumes in the NUREG 1556 series provide current, program-specific guidance on testing, licensing, 
decommissioning, and terminating materials licenses.   
 

Revision 1 of volume 3 of NUREG 1556 provides guidance to applicants who request a sealed 
source or device safety evaluation and registration.  It also gives reviewers of such requests the 
information and materials necessary to determine that the products are acceptable for licensing purposes.  
It provides the applicants and reviewers with information on how to file a request, a list of the applicable 
regulations and industry standards, policies affecting evaluation and registration, administrative 
procedures to be followed, information on how to perform the evaluation and write a registration 
certificate, and the responsibilities of the registration certificate holder. 
 

Many of the volumes of NUREG 1556 also contain appendices that include (1) copies of 
necessary forms, (2) sample applications and completed examples for different types of applications, and 
(3) examples of the types of supporting information, such as implementing procedures that the applicant 
may need to prepare.  The NRC is placing added emphasis on conducting its regulatory activities in a 
risk-informed and performance-based manner.  This approach is intended to be less prescriptive and to 
allow licensees the flexibility to implement the agency’s regulations in a manner that is more specific to 
their needs, yet meets the regulatory requirements.  By supplying examples, the NRC seeks to meet the 
needs of applicants for licenses, without being prescriptive.  Guidance in the NUREG represents one 
means of complying with NRC regulations but is not intended to be the only one.   
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C.  REGULATORY POSITION 
 

This regulatory guide endorses the method described in Volume 3 of NUREG 1556 as a process 
the NRC has found to be acceptable for QA/QC programs to verify that the design, manufacture, and 
distribution of sealed sources and devices containing byproduct material meet the QA/QC requirements of 
10 CFR Part 32.   

 

D.  IMPLEMENTATION 
 

The purpose of this section is to provide information to applicants and licensees regarding the 
NRC’s plans for using this draft regulatory guide.  No imposition or backfit is intended or approved in 
connection with its issuance. 
 

The NRC has issued this draft guide to encourage public participation in its development.  The 
NRC will consider all public comments received in development of the final guidance document.  In 
some cases, applicants or licensees may propose an alternative or use a previously established acceptable 
alternative method for complying with specified portions of the NRC’s regulations.  Otherwise, the 
methods described in this guide will be used in evaluating compliance with the applicable regulations for 
license applications, license amendment applications, and amendment requests.   
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NRC’s Public Document Room (PDR) at 11555 Rockville Pike, Rockville, MD; the mailing address is USNRC PDR, 
Washington, DC 20555; telephone 301-415-4737 or (800) 397-4209; fax (301) 415-3548; and e-mail 
PDR.Resource@nrc.gov.   



<<
  /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


