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ABSTRACT

This guide has been developed in parale with the rulemaking on 10 CFR Parts 30, 31, and 32,
“Regquirements for Cartain Generally Licensed Industrial Devices Containing Byproduct Materid.” This
guidance document is consstent with thefind rule.

As part of itsredesign of the materids licensing process, NRC is consolidating and updating numerous
guidance documents into a single comprehensive repository as described in NUREG-1539,
“Methodology and Findings of the NRC's Materials Licensing Process Redesign,” dated April 1996,
and draft NUREG-1541, “Process and Design for Consolidating and Updating Materids Licensing
Guidance,” dated April 1996. NUREG-1556, Val. 16, “Consolidated Guidance about Materials
Licenses. Program-Specific Guidance about Licenses Authorizing Digtribution to General Licensees,”
dated December 2000, is the sixteenth program-specific guidance document devel oped for the new
process and isintended for use by applicants, specific and genera licensees, and NRC staff. It dso will
be available to Agreement States.

The requirements for an NRC generd license for persons who receive, possess, use, transfer, own, or
acquire byproduct materia in generdly licensed products are provided in 10 CFR Part 31, “Generd
Domedtic Licenses for Byproduct Materid.” The requirements to obtain an NRC genera distribution
license for persons who digtribute or initidly transfer byproduct materid in generaly licensed products
are provided in 10 CFR Part 32, “ Specific Domestic Licenses to Manufacture or Transfer Certain
Items Containing Byproduct Materid.” Generdly licensed products include atic dimination devices,
gauging devices, gas chromatograph detector cdls, tritium signs, in vitro clinica or laboratory kits, and
check sources. These devices/products are distributed to general licensees by companies who have a
gpecific license from NRC or an Agreement State authorizing such digtribution.  This document
combines and supersedes the guidance previoudy found in Information Notices and Policy and
Guidance documents listed in Table A.1 of thisNUREG.

This document provides ass stance to gpplicants in preparing license applications for a specific license
to digtribute generdly licensed devices. 1t adso describes both the methods acceptable to NRC license
reviewers in implementing the regulations and the techniques used by the reviewersin evauging the
gpplicaions to determine if the proposed genera digtribution activity is acceptable for licenang
purposes. This document was not intended for providing guidance to applicants requesting a specific
license for possession and use of radioactive materids.

Appendices K and L are intended to assst specific licenseesin providing their customers (generd
licensees) with information. They provide the generd licensee with a concise ligting of the regulatory
requirements that apply to generdly licensed devices. Appendix L does so specificdly for users of sdif-
luminous exit Sgns. Spexific licensees may forward AppendicesK or L to their cusomers. It isnot
intended, however, to take the place of the information requirementsin 10 CFR 32.51a(a), (b), and

(©.
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FOREWORD

The United States Nuclear Regulatory Commission (NRC) is using Business Process Redesign (BPR)
techniques to redesign its materids licensing process. This effort is described in NUREG-1539,
“Methodology and Findings of the NRC's Materias Licensing Process Redesign,” dated April 1996.
A critica dement of the new processis consolidating and updating numerous guidance documents into
aNUREG series of reports. Below isalist of volumes currently included in the NUREG-1556 series.

Vol. No. VolumeTitle Status
1 Program-Specific Guidance About Portable Gauge Licenses Fina Report
2 Program-Specific Guidance About Radiography Licenses Final Report
3 Applications for Sedled Source and Device Evaduation and Find Report
Regidration
4 Program-Specific Guidance About Fixed Gauge Licenses Fina Report
5 Program-Specific Guidance about Self-Shielded Irradiators Fina Report
6 Program-Specific Guidance about 10 CFR Part 36 Irradiators Final Report
7 Program-Specific Guidance about Academic, Research and Fina Report

Development, and Other Licenses of Limited Scope

8 Program-Specific Guidance about Exempt Distribution Licenses Final Report

9 Program-Specific Guidance about Medica Use Licenses Draft

10 Program-Specific Guidance about Master Materia Licenses Draft

11 Program-Specific Guidance about Licenses of Broad Scope Fina Report

12 Program-Specific Guidance about Possession Licenses for Drait
Manufacturing and Digtribution

13 Program-Specific Guidance about Commercial Radiopharmacy Fina Report
Licenses

14 Program-Specific Guidance about Well Logging, Tracer, and Field | Fina Report
Food Study Licenses

15 Guidance About Changes of Control and About Bankruptcy Fina Report

Involving Byproduct, Source, or Specia Nuclear Materials Licenses

16 Program-Specific Guidance About Licenses Authorizing Digtribution | Fina Report
To Generd Licensees

17 Program-Specific Guidance About Licenses for Specia Nuclear Fina Report
Materia of Less Than Critical Mass
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FOREWORD

Vol. No. Volume Title Status

18 Program-Specific Guidance About Service Provider Licenses Fina Report

19 Guidance For Agreement State Licensees Proposing to Work in Final Report
NRC Jurisdiction (Non-Agreement States, Areas of Exclusive
Federd Jurisdiction, or Offshore Waters) and Guidance For NRC
Licensees Proposing to Work in Agreement State Jurisdiction
(Reciprocity)

20 Guidance About Adminigtrative Licensing Procedures Fina Report

The current document, NUREG-1556, Val. 16, “Consolidated Guidance about Materids Licenses:
Program-Specific Guidance about Licenses Authorizing Digtribution to Generd Licensees” dated
December 2000, is the sixteenth program-specific guidance developed for the new process. Itis
intended for use by applicants, licensees, NRC license reviewers, and other NRC personnel.

A team composed of NRC staff from Headquarters and Regionad Offices drafted this document,
drawing on their collective experience in radiation safety in generd and knowledge of generd
digtribution of radioactive products. A representative of NRC's Office of the Generd Counsel

provided alegd perspective.

This document represents a step in the transition from the current paper-based process to the new
electronic process. It isavailable on the Internet at the following address:

<http:/Mww.nrc.gov/INRC/NUREGS/SR1556/V 16/index.html >,

This document is not a subgtitute for NRC regulations, and compliance is not required. The
approaches and methods described in this report are provided for information only.

Donad A. Cooal, Director
Divison of Indugtrid and Medical Nuclear Sefety
Office of Nuclear Materid Safety and Safeguards
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1 PURPOSE OF REPORT

This report provides both guidance to an applicant in preparing an gpplication to distribute generaly
licensed products or devices and NRC criteriafor evauating a genera distribution license gpplication.
It also provides guidance to general licensees covered in 10 CFR 31.5 on the use, possession, and
registration requirements for genera licensees.

Generd distribution licenses authorize the digtribution (initid transfer) of byproduct materid to persons
generally licensed by 10 CFR 31.3, 31.5, 31.7, 31.8, 31.10 and 31.11.

This report identifies the information needed to complete NRC Form 313 (Appendix B), “Application
for Materia License” for the use of byproduct materia contained in devices or products distributed to
generd licensees. Theinformation collection requirementsin 10 CFR Parts 30, 31, and 32, NRC
Form 313, and NRC Form 483 have been approved under the Office of Management and Budget
(OMB) Clearance Nos. 3150-0017, 3150-0016, 3150-0001, 3150-0120, and 3150-0038
respectively. NRC Form 653 is aso included under OMB Clearance No. 3150-0001.

The format within this document for each item of technica information is as follows;

» Regulaions — references the regul ations applicable to the item.
» Criteria— outlines the criteria NRC uses to judge the adequacy of the gpplicant’ s response.

 Discusson — provides additiona information on the topic sufficient to meet the needs of most
readers.

» Response from Applicant — provides suggested response(s), offers the option of an dternative reply,
or indicates that no response is needed on that topic during the licensing process.

Notes and references are self-explanatory and may not be found for each item on NRC Form 313,
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2 NRC REGIONS AND AGREEMENT STATES

Certain dates, called Agreement States (see Figure 2.1), have entered into agreements with NRC that
give them the authority to license and ingpect byproduct, source, or specid nuclear materids used or
possessed within their borders. Any applicant, other than a Federal Agency, who wishes to possess or
use byproduct, source, or specia nuclear materia in one of these Agreement States needs to contact
the respongble officidsin that State for guidance on preparing an gpplication. A current list of
Agreement States, including the names, addresses, and telephone numbers of respongble officias, may
be obtained upon request from NRC' s Regiond Offices. This information can also be found on the
NRC Office of State and Triba Programs web site at <http:/Mmww.hsrd.ornl.gov/nrc/asframe.htm>.

Locations of NRC Offices and Agreement States
Region IV

Region Il
61 Forsyth Street, SW, Suite 23T85
Atlanta, GA 30303

404-562-4400, 1-800-577-8510
® Regional Office [ Headquarters )
Region 1l
[0 32 Agreement States Headquarters 801 Warrenville Road
(approx. 21,550 specific licensees) Washington, D.C. 20555-0001 Lisle, IL 60532-4351
] 19 Non-Agreement States 301-415-7000, 1-800-368-5642 630-829-9500, 1-800-522-3025
(approx. 6,750 specific licensees) Region | Region IV
Note: Alaska, Hawaii, and Guam are 475 Allendale Road 611 Ryan Plaza Drive, Suite 400
included in Region IV; Puerto Rico and King of Prussia, PA 19406-1415 Arlington, TX 76011-8064
Virgin Islands in Region Il 610-337-5000, 1-800-432-1156  817-860-8100, 1-800-952-9677

1556-001c.ppt
110700

Figure2.1 U.S.Map. Location of NRC Offices and Agreement States.

Table 2.1 provides a quick way to determine which Agency has regulatory authority over the
possession and use of byproduct, source, or special nuclear materid.

2-1 NUREG - 1556, Val. 16



AGREEMENT STATES

Table 2.1 Who Regulates the Activity?

Applicant and Proposed L ocation of Work

Regulatory Agency

Federa Agency regardless of location (except that Department of Energy
[DOE] and, under most circumstances, its prime contractors are exempt
from licensing [10 CFR 30.12)])

NRC

Non-Federd entity in non-Agreement State, U.S. territory, or possesson | NRC
Non-Federd entity in Agreement State at non-Federdly controlled Ste | Agreement State
Non-Federa entity in Agreement State at Federdly-controlled site not Agreement State
subject to exclusive Federd jurisdiction

Non-Federa entity in Agreement State at Federdly-controlled site NRC

subject to exclusive Federd jurisdiction

Any entity in any State requesting authorization to distribute devices for NRC

use under 10 CFR 31.3

NUREG - 1556, Val. 16 2-2



3 MANAGEMENT RESPONSIBILITY

NRC recognizes thet effective radiation safety program management is vita to achieving safe and
compliant operations. NRC believes that consistent compliance with its regulations provides
reasonable assurance that licensed activitieswill be conducted safely. NRC dso believes that effective
management will result in increased safety and compliance.

“Management” refers to the processes for conducting and controlling radiation safety programs and
to the individuas who are responsible for those processes and who have the authority to provide
necessary resources to achieve regulatory compliance.

To ensure adeguate management involvement, a management representative must sign the submitted
gpplication acknowledging management’ s commitments and responsibility for the following:

» Completeness and accuracy of all information provided to NRC (10 CFR 30.9);

» Knowledge about the contents of the license and gpplication;

» Compliance with current NRC and Department of Transportation (DOT) regulations;

« Prohibition againgt discrimination of employees engaged in protected activities (10 CFR 30.7);

« Commitment to provide information to employees regarding the employee protection and deliberate
misconduct provisonsin 10 CFR 30.7 and 10 CFR 30.10, respectively;

« Obtaining NRC's prior written consent before transferring control of the license

« Notifying the gppropriate NRC Regiond Adminidrator in writing, immediately following filing of a
petition for voluntary or involuntary bankruptcy; and

« Ensuring thet al generaly licensed devices are distributed in accordance with NRC requirements.

For information on NRC inspection, investigation, enforcement, and other compliance programs, see
the current version of “General Statement of Policy and Procedures for NRC Enforcement Actions,”
NUREG-1600. NUREG-1600 is available eectronicaly at <http://mww.nrc.gov/OE>. For hard
copies of NUREG-1600, see the Availability Notice (on the ingde front cover of this report).

31 NUREG - 1556, Val. 16






4 APPLICABLE REGULATIONS

The primary regulations applicable to persons who possess byproduct materiad in generdly licensed
products are located in 10 CFR Part 31, “ Generd Domestic Licenses for Byproduct Material.” Part
32, “ Specific Domedtic Licenses to Manufacture or Transfer Certain Items Containing Byproduct
Materid,” outlines, in part, the information required to initidly transfer for sale or digtribute products
containing byproduct materid. Thefollowing isalist of the regulations for generd licenseesin Part 31
and the corresponding requirements for distributors of generdly licensed productsin Part 32.

§31.3

§315

§3251

§32.51a
§32.52

§31.7

§32.53

§32.54
§32.56

§31.8

§32.57

§ 32.58

Certain devices and equipment

Licenses for distribution of genera licensed devices authorized under 10 CFR 31.3
can be issued only by NRC. There are no corresponding regulationsin 10 CFR
Part 32. Each deviceisevauated on a case-by-case bas's.

Certain measuring, gauging, or controlling devices

Byproduct materia contained in devices for use under 10 CFR 31.5; requirements
for license to manufacture or initidly trandfer

Conditions of licenses
Materid transfer reports and records

L uminous safety devicesfor usein air cr aft

Luminous safety devicesfor usein arcraft; requirements for license to manufacture,
assemble, repair, or initidly transfer

Labeling of devices
Materia transfer reports

Americium-241 in the form of calibration or refer ence sources

Cdlibration or reference sources containing americium-241; requirements for
license to manufacture or initidly transfer

Labeling of devices

41 NUREG - 1556, Val. 16



APPLICABLE REGULATIONS

§31.10 General licensefor strontium-90 in ice detection devices
§32.61 | ce detection devices containing strontium-90; requirements for license to

manufacture or initidly transfer

§31.11 General licensefor use of byproduct material for certain in vitro clinical or
laboratory testing

§32.71 Manufacture and digtribution of byproduct materid for certain in vitro dinicd or
laboratory testing under generd license.

Additiona regulations applicable to holders of agenerd license and ditributors of generdly licensed
products are found in the following 10 CFR Parts:

* 10 CFR Part 19, “Notices, Ingtructions, and Reports to Workers. Inspection and Investigations’
* 10 CFR Part 20, “ Standards for Protection Against Radiation”

* 10 CFR Part 21, “Reporting of Defects and Noncompliance”

* 10 CFR Part 30, “Rules of Generd Applicability to Domegtic Licensing of Byproduct Materid”

* 10 CFR Part 71, “Packaging and Transportation of Radioactive Material”

* 10 CFR Part 110, “Export and Import of Nuclear Equipment and Materia”

* 10 CFR Part 170, “Feesfor Fecilities, Materias, Import and Export Licenses, and Other
Regulatory Services Under the Atomic Energy Act of 1954, as Amended”

* 10 CFR Pat 171, “Annua Feesfor Reactor Operating Licenses, and Fuel Cycle Licenses and
Materids Licenses, Including Holders of Certificates of Compliance, Registrations, and Quality
Assurance Program Approvas and Government Agencies Licensed by NRC.”

It isthe applicant’s or licensee' s responsibility to have up-to-date copies of gpplicable regulations,
read them, and abide by each gpplicable regulation.

To request copies of the above documents, call GPO's order desk in Washington, DC at (202) 512-
1800. Order the two-volume bound version of Title 10, Code of Federal Regulations, Parts 0-50 and
51-199 from the GPO, Superintendent of Documents, Post Office Box 371954, Pittsburgh,
Pennsylvania 15250-7954. 'Y ou may aso contact the GPO eectronically at <http:/iwww.gpo.gov>.
Request single copies of the above documents from NRC's Regiond Offices (see Figure 2.1 for
addresses and telephone numbers). Note that NRC publishes amendments to its regulaionsin the
Federal Register.
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5 GENERAL LICENSE DISTRIBUTION

5.1 GENERAL

On February 12, 1959 (24 FR 1089) (Federal Register, Volume 24, page 1089), the Atomic Energy
Commission (AEC) amended its regulations to provide a genera license for the use of byproduct
meaterid contained in certain measuring, gauging, or controlling devices. Under current regulations (10
CFR 31.5), certain persons may receive and use a device containing byproduct materia under this
generd licenseif the device has been manufactured and distributed according to the specifications
contained in a pecific licenseissued by NRC or by an Agreement State. A specific license authorizing
digribution of generaly licensed devicesisissued if aregulatory authority determines that the sefety
features of the device and the ingtructions for safe operation of that device are adequate and meet
regulatory requirements. The generd licensee must comply with the requirements for [abeling,
ingtructions for use, and proper storage or disposition of the device.

A generdly licensed device usualy conssts of radioactive materid, contained in a seded source, within
ashielded device. The deviceis designed with inherent radiation safety features so that it can be used
by persons with no radiation training or experience; thus, the generd license is meant to amplify the
licensing process so that a case-by-case determination of the adequacy of the radiation training or
experience of each user is not necessary.

The digtributor of the generdly licensed product/device is required to assure NRC or the Agreement
Statethat dl products are distributed in accordance with the specifications provided initslicense
gpplication. These specific licenses are issued by NRC or the Agreement State and are referred to as
“generd didribution” licenses. See Appendix N for an example of agenerd distribution license.

Generd ditribution licenses only authorize the distribution of products and device(s) to generd
licensees and do not authorize possession or use of radioactive materid; therefore, applicants for
generd digtribution licenses will need to file a separate goplication for a specific license authorizing
possession and use of byproduct materid, with the NRC Regiond Office or the Agreement State for
the State in which the materiad will be possessed and/or used. However, the determination of where to
file the genera didribution license gpplication should be made based on the location from which the
gpplicant wishesto digtribute, not necessarily where the applicant possesses and/or uses the byproduct
materid (i.e., where the product is manufactured). The four Regions and the Regiond Office addresses
are provided on NRC Form 3, in 10 CFR Part 20, Appendices K and L, and in Section 2 of this
document (Figure 2.1).

A license authorizing ditribution to generd licensees cannot be issued until the applicant (1) obtainsa
registration certificate (see Section 5.2) for the device (if gpplicable); and (2) obtains a possession and
uselicense. To expedite the licensing process, the gpplicant should apply for the possession license and
registration certificate concurrently, then apply for authorization to distribute once the registration
certificate has been issued.
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5.2 LICENSING AND SEALED SOURCE/DEVICE REGISTRATION

Applicants of agenerd digtribution license are required to provide specific information about the
sources and products, as outlined in 10 CFR 32.51, 32.53, 32.57, 32.61, and 32.71, concerning the
radionuclides and activities, containment and congtruction, labeling, quaity control and assurance
programs, eic. NRC will evauate the information submitted in the application to ensure it meets al
gpplicable standards and regulations and will contact the applicant, if necessary, to obtain additional
clarification or information.

A sedled source and device (SSD) safety evaluation will be performed on the sedled sources and
devices the gpplicant proposes to digtribute to generd licensees. Information about the review and
approval process for SSDs s contained in NUREG-1556, Vol. 3. Upon completion of the SSD
evauation, aregigration certificate will beissued. The regigration certificate must be complete and
available before the licensing reviewer may issue the license. An SSD evauation and regidration
certificateis required for all devices authorized in 10 CFR 31.3, 31.5, 31.7, and 31.10. An SSD
evauaion isnot required for devices/products authorized in 10 CFR 31.8 and 31.11. An example of a
registration certificate is provided in Appendix C of this document.

Note:
» Thelicensee can only distribute devices as described in the registration certificate.
* Maodifications to a device require an amendment to the regigtration certificate.

» Devicesthat have been modified cannot be distributed until the registration certificate has been
amended.

After the issuance of alicense, licensees must conduct their programs for the distribution of generdly
licensed products/devices in accordance with the following:

« Statements, representations, and procedures contained in their application, and other
correspondence with NRC;

« Termsand conditions of the license;

» Deviceregigration, if gpplicable;

» Applicable NRC regulations.

Section 30.9 of 10 CFR Part 30, “Rules of Generd Applicability to Domestic Licensng of Byproduct

Materid,” requires that the information provided in the application be complete and accuratein all

materia respects. Information is consdered to be materid if it islikely to change or affect an Agency
decision on issuing the license; therefore, information should be clear, specific, and accurate. Section
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30.10, 10 CFR Part 30, “Deliberate misconduct,” states that those providing information concerning a
licensee' s activities may not deliberately engage in misconduct or provide incomplete or inaccurate
information to NRC.

It isimportant that applicants and licensees understand that the information provided in an application
and gpproved in the license is consdered alimitation by NRC on the licensee to engage only in those
activities and products as described in the gpplication or license. NRC should be notified of any
changes or additions to the information submitted in the application. While some changes may not
result in an amendment to the license, licensees should not assume that an amendment is not needed or
that an amendment request has been granted until they receive a written confirmation in the form of a
letter or license amendment.

5.3 TYPES OF GENERALLY LICENSED DEVICES

Generd distribution licenses are based on the types of products/device(s) to be distributed according to
the Six categories of products/device(s) found in 10 CFR Part 31. The following provides the
gpplicable regulation and some examples of products/device(s) that may be distributed under a generd
distribution license and possessed by a generd licensee:

§31.3and 31.5 Certain measuring, gauging or_controlling devices

» Byproduct materia contained in devices designed and manufactured for the purpose of detecting,
measuring, gauging, or controlling thickness, dengity, level, interface location, radiation, leskage, or
qualitative or quantitative chemical composition, or for producing light or an ionized amosphere.

1556-068. ppt
092000

Figure5.1 GasChromatograph Units. Certain gas chromatograph units (detector cells) used
for analysis of chemical composition can be possessed under a general license (10 CFR 31.5).
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Fill Level Gauge Insertion Gauge

Transmission Gauge Density Gauge

1556-027a.ppt
060500

Figure5.2 Fixed Gauging Devices. Certain nuclear gauges can be possessed under a general
license (10 CFR 31.5).

1556-067. ppt
092000

Figure5.3 Static Eliminators. Certain static elimination devices can be possessed under
10 CFR 31.5.
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1556-069.ppt
092000

Figure 5.4 Tritium Exit Signs. Certain tritium exit signs can be possessed under 10 CFR 31.5
(typical devices contain 25 Ci of tritium per sign).

8317 L uminous safety devicesfor usein aircraft

* Luminous safety devices containing only hydrogen-3 (tritium) or promethium-147;
 Tritium devices not to exceed 370 gigabequerels (GBQ) (10 Ci) per device;
* Promethium-147 devices not to exceed 11 GBq (300 mCi) per device.

1556-070,ppt
092000

Figure 5.5 Luminous Exit Sign. Safety devices, such as luminous exit signs, containing tritium
or promethium-147 that are used in aircraft may be used under the 10 CFR 31.7 general license.

831.8 Americium-241 in theform of calibration or refer ence sandards

» Single source not to exceed 185 kilobequerds (kBq) (5.0 nCi) a any one time and/or location of
use or storage.
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1556-071. ppt
092000

Figure 5.6 Calibration Standards. Certain calibration and reference sources containing
americium-241 can be possessed under a general license authorized in 10 CFR 31.8.

8§ 31.10 Strontium-90 in ice detection devices

« Single sources not to exceed 1,850 kBq (50 nCi) per source.

8§31.11 Byproduct material for certain in vitro clinical or laboratory tesing

 lodine-125 not to exceed 370 kBq (10 nCi);
lodine-131 not to exceed 370 kBq (10 nCi);

» Carbon-14 not to exceed 370 kBq (10 nCi);

» Hydrogen-3 not to exceed 1,850 kBq (50 nCi);
« lron-59 not to exceed 740 kBq (20 nCi);

o Sdenium-75 not to exceed 370 kBq (10 nCi);

» Mock iodine-125 not to exceed 1.85 kBq (0.05 nCi) of iodine-129 and 0.18 kBq (0.005 nCi) of
americium-241.
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|

—

4 TSH N\
Thyroid Stimulation Hormone
In-vitro Kit
. ~
N

1556-028.ppt
041300

Figure5.7 In Vitro Kit. Certain invitro kits used in medicine, veterinary medicine, hospitals,
and clinical laboratories are authorized in 10 CFR 31.11.

5.4 PROPRIETARY AND PRIVATE INFORMATION

License gpplications are generdly made available for review by the public. Private information, including
employee persond information (i.e., home address, home telephone number, Socia Security Number,
date of birth, and radiation dose information), should not be submitted unless specificaly requested by
NRC. Also, proprietary information as described in 10 CFR 2.790 (i.e., information not to be
disclosad to the public) should not be included in an gpplication unless necessary.

Any proprietary or financid information submitted should be clearly marked by the applicant as
“Proprietary Information.” In addition, the gpplicant must support the request to withhold by submitting
an affidavit following the procedure in 10 CFR 2.790, “Public inspection, exemption, requests for
withholding.” Failureto follow this procedure may result in disclosure of the proprietary informetion to
the public or substantid delays in processing the application.

Applications containing information marked as “Proprietary Information,” will be reviewed to determine
if thisinformation is necessary to issue the license. If the information is determined unnecessary, it will
be returned to the applicant. If the information is deemed necessary to issue the license, it will be
reviewed by NRC to determineif it isindeed proprietary or confidentia and should be withheld from
public disclosure.

If NRC determines that the affidavit is deficient, i.e., does not contain the required informeation as
outlined in 10 CFR 2.790(b)(4), the gpplicant will be natified that additiona information is needed and
thet the review will continue when the required information isrecaived. Applicants will be informed thet
NRC mugt review the information before determining whether to withhold it from public disclosure and
that the review of ther request for licensng may continue. If NRC determines that the information is
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not proprietary, but the applicant does not want the information released to the public, the information
will be returned to the applicant. A license cannot be issued until the request to withhold information is
resolved.

Once NRC has reviewed the gpplication and affidavit and determined whether or not to withhold the
information from public disclosure, NRC will notify the licensee by letter of its decison and the
appropriateness of the 10 CFR 2.790 affidavit (see Appendix D). Appendix D dso includesa
checkligt for requests for withholding the information.

Applicants should write “Proprietary Information” on the top and bottom of the front page of each
document containing proprietary information. The license reviewer will place a Proprietary
Information cover sheet (NRC Form 190) on the document.

Note: Additiona procedures for the handling of proprietary information can be found in Directive 12.6
(formerly MC 2101), “NRC Senstive Unclassified Information Security Program.”

5.5 FOREIGN VENDORS

Foreign vendors are unique in that NRC has no jurisdiction over the foreign entities. Pursuant to 10
CFR 110.53, “United States address, records, and inspections,” foreign vendors or licensees involved
in importing and exporting nuclear materid and equipment are required to establish an address in the
United States where papers may be served, where records can be maintained, and where NRC can
ingpect the gpplicant’ s activities and records as necessary to accomplishitsmisson. A generd
digtribution license will, therefore, not be issued to aforeign vendor unless the requirements set forthin
10 CFR 110.53 have been satisfied.
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6.1 PAPER APPLICATION

Applicants wishing to digtribute or initidly transfer products containing byproduct materid to persons
generaly licensed under 10 CFR Part 31 should complete NRC Form 313, “ Application for Materid
Licensg’ (Appendix B). An gpplication for adistribution license should contain information concerning
the digtribution of radioactive materia only (not possesson and use).

Applicants for amaterids license should do the following:

» Beaureto use the most recent guidance in preparing an application.

» Complete NRC Form 313 (Appendix B), Items 1 through 4, 12, and 13 on the form itsdlf.
» Complete Items 5, 6 and 10, as gpplicable, and attach separately.

* ltems7, 8, 9 and 11 are not applicable to distribution licenses.

» Submit dl typed pages, sketches, or drawings on 8-1/2 x 11-inch paper to facilitate handling and
review. Larger drawings should be folded to 8-1/2 x 11 inches.

» Avoid submitting proprietary information unlessit is absolutely necessary.
» Submit an original, Sgned application and one copy.

» Retain one copy of the license application for future reference.

Asrequired by 10 CFR 30.32(c), applications must be signed by a duly authorized representative;
see Section 8.9, Certification of Application.

Using the suggested wording of responses and committing to using any modd proceduresin this
report will expedite NRC'sreview.

Please note that if it is necessary when filing for alicense to reference information contained in other
licensees filg(s) or regidtration certificate(s), whether current, retired or inactive, the information should
be submitted, in its entirety, as part of the gpplication.

All license gpplications will be available for review by the public. If it is necessary to submit proprietary
information, follow the procedure in 10 CFR 2.790. Failureto follow this procedure could result in
disclosure of the proprietary information to the public or substantia delays in processing the application.
Employee persond information (i.e., home address, home telephone number, Socia Security Number,
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date of birth, and radiation dose information), should not be submitted unless specificaly requested by
NRC. See Section 5.4, Proprietary and Private Information, for guidance.

Asexplained in the Foreword, NRC's new licensing process will be faster and more efficient, in part,
through acceptance and processing of electronic applications at some future date. NRC will continue
to accept paper applications. However, these will be scanned and put through an optical character
reader (OCR) to convert them to eectronic format. To ensure a smooth transition, gpplicants are
asked to follow these suggestions:

» Submit printed or typewritten, not handwritten, text on smooth, crigp paper that will feed easily into
the scanner.

» Choose 12-point or larger font size.
» Avoid stylized fonts (or type faces) such as script, itaic, etc.
* Besurethe print is clear and sharp.

» Besurethereishigh contrast between the ink and paper (black ink on white paper is best).

6.2 ELECTRONIC APPLICATION

Asthe dectronic licensing process develops, it is anticipated that NRC may provide mechanisms for
filing applications via diskettes, CD-ROM, and through the Internet for those gpplicants/licensees who
chooseto file dectronicaly. Additiond filing ingtructions will be provided as these new mechanisms
become available. The exigting paper process will be solely used until the eectronic processis
avaladle.

6.3 WHERETOFILE

Applicants wishing to distribute or initialy transfer products (containing byproduct meteria to persons
generaly licensed under 10 CFR Part 31 or equivaent Agreement State regulations) from any State or
U.S. territory or possession subject to NRC jurisdiction, must file an application with the NRC
Regiond Office in the locae from which the materid will be digributed or initidly transferred. Figure
2.1 in Section 2 shows NRC's four Regiona Offices and their respective areas for licensing purposes
and identifies Agreement States.

In generd, applicants wishing to distribute or initidly transfer such products from alocation in an

Agreement State must file an application with the Agreement State, not NRC. See Section 2, NRC
Regions and Agreement States, for additiona information.
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Requests for safety evaluations of sedled sources or devices are submitted directly by applicantsto the
Divison of Industrid and Medica Nuclear Safety, Office of Nuclear Materid Safety and Safeguards,
U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001 (addressis dso found at the top
of NRC Form 313).
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7 APPLICATION AND ANNUAL FEES

Each application for which afeeis specified must be accompanied by the appropriate fee. Refer to 10
CFR 170.31, “Schedule of fees for materias licenses and other regulatory services, including
ingpections, and import and export licenses” to determine the amount of the fee that must accompany
your gpplication. NRC will not issue the new license before receiving the fee. Once technicd review
has begun, no feeswill be refunded; application feeswill be charged regardiess of NRC' s digposition of
an goplication or the withdrawd of an application.

For applicants wishing to distribute items containing byproduct materia pursuant to 10 CFR 31.3, 31.5,
31.7, and 31.10 that require a source or device evaluation, the fee categories are 3B for possession
and use license, 3Jfor digtribution license, and 9A for the device evauation or 9C for source
evauation. For gpplicants wishing to distribute items pursuant to 10 CFR 31.8 and 31.11 that do not
require a source or device evauation, the fee categories are 3B for possession and use and 3K for
digribution.

Most NRC specific licensees are also subject to annua fees; refer to 10 CFR 171.16. The samefee
categories that gpplied to the application, renewd, and registration fees aso apply to the annua fees.
Consult 10 CFR 171.11 for additiona information on exemptions from annua fees and 10 CFR
171.16(c) on reduced annud fees for licenseesthat quaify as“smdl entities”

Direct al quegtions about NRC' s fees or completion of Item 12 of NRC Form 313 (Appendix B) to
the Office of the Chief Financial Officer (OCFO) at NRC Headquartersin Rockville, Maryland, (301)
415-7554. Or call NRC toll free at (800) 368-5643, extension 415-7554.

NRC conducts rulemaking each year to establish the Part 171 annua fees and to make any necessary
changesto the Part 170 licensing and ingpection fees. The proposed changes to the fees are published
inthe Federal Register for public comment, and a copy of the proposed ruleis mailed to al specific
licensees. After consderation of the comments received, afind ruleis published in the Federal
Register and a copy ismailed to dl licensees. At that time, invoices are issued for the annual fees.
Although the invoices are issued for the full amount of the annud fee, the amount due may be reduced,
as provided in 10 CFR 171.16(c), if the licensee qualifies as a amdl entity under NRC' s size stlandards
and so certifies by completing and returning NRC Form 526, “ Smdl Entity Certification,” which is
enclosed with each annud feeinvoice. A new certification must be submitted with the annud fee
payment each year.
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8 CONTENTS OF AN APPLICATION

The following comments apply to the indicated items of NRC Form 313 (see Appendix B).
8.1 ITEM 1. LICENSE ACTION TYPE

THISISAN APPLICATION FOR (Check appropriate item)

Type of Action License No.
[ A. New License Not Applicable
O B. Amendment XX-XXKXXX-XX
[ C. Renewd XX-XXXXX-XX

Check box A for anew license request.
Check box B for an amendment* to an existing license, and provide license number.

Check box C for arenewal® of an exigting license, and provide license number.

8.2 ITEM 2: APPLICANT'S NAME AND MAILING ADDRESS

List the lega name of the applicant’s corporation or other legd entity with direct control over the
digtribution of the radioactive materid (product). A divison or department within alegd entity may not
bealicensee. Anindividud may be designated as the gpplicant only if the individud isactingina
private capacity and the distribution of the radioactive materid (product) is not connected with
employment in a corporation or other lega entity. Provide the mailing address where correspondence
should be sent. A Pogt Office Box number is an acceptable mailing address.

Note: WhileaU.S. addressisrequired in order to issue alicense, it is acceptable for the licensee' s
mailing address and the state code in the license number to be based on an address located in Puerto
Rico, Canada, or the U.S. Virgin Idands.

Notify NRC of changesin mailing address; these changes do not require afee.

1 See Section 11, Amendments and Renewalsto alicense. Licensees may request an amendment to an existing
license to add changes or modificationsto their existing radiation safety procedures, location of use, name of
Radiation Safety Officer, etc.
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Note: NRC must be notified before control of the license is transferred, and the licensee must receive
written consent from NRC prior to the change of control. NRC must also be notified when
bankruptcy proceedings have been initiated. See below for more details.

NRC Information Notice (IN) 97-30, “ Control of Licensed Materia during Reorganizations,
Employee-Management Disagreements, and Financid Crises,” dated June 3, 1997, discusses the
potentia for the security and control of licensed materid to be compromised during periods of
organizationd ingability.

NUREG-1556, VVolume 15, “Consolidated Guidance About Materias Licenses. Guidance About
Changes of Control and Bankruptcy Involving Byproduct, Source, or Specia Nuclear Materia
Licenses,” provides additiond information about NRC requirements related to both changes of control
and bankruptcy.

8.2.1 TIMELY NOTIFICATION OF TRANSFER CONTROL

Regulations: 10 CFR 30.34(b).

Criteria: Licensees must provide full information and obtain NRC' s prior written consent before
trandferring control of the license.

Discussion: Control over licensed activities can be construed as the authority to decide when and
how that license (licensed materid and/or activities) will be used. A change of ownership may be an
example of achange of control, depending on whether the authority over the license has been
transferred from one person to another. For example, a change may result from amerger or buyout.
The trandfer of stock or other assetsis not a change of control, unless there is a change of authority
over the license.

It isnot NRC' s intent to interfere with the business decisons of licensees. NRC will require licensees
to submit only such business information asis necessary to determine whether achange of control will
take place. Thisinformation isrequired to ensure that all NRC requirements are followed.

Response from the Applicant:

 None from an gpplicant for anew license.

« For exigting licensees undergoing change of control, refer to Appendix E, excerpted from IN 89-25
(Rev. 1), “Unauthorized Transfer of Ownership or Control of Licensed Activities” dated December
7, 1994, which identifies the information to be provided about changes of contral.
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Reference: Seethe Avallability Notice on the insde front cover of this report to obtain copies of:

* Information Notice 89-25 (Rev. 1), “Unauthorized Transfer of Ownership or Control of Licensed
Activities,” dated December 7, 1994;

* Information Notice 97-30, “Control of Licensed Materid during Reorganizations, Employee-
Management Disagreements, and Financia Crises,” dated June 3, 1997.

Information Notices are available on NRC' s web site at <www.nrc.gov/NRC/reference.htmi>.

8.2.2 NOTIFICATION OF BANKRUPTCY PROCEEDINGS

Regulations: 10 CFR 30.34(h).

Criteriac Immediately following filing of avoluntary or involuntary petition for bankruptcy, specific
licensees (as well as generd licensee regigtrants) must notify the appropriate NRC Regiond
Adminigrator, in writing, identifying the bankruptcy court in which the petition was filed and the date of

filing,

Discussion: Even though alicensee may have filed for bankruptcy, the licensee remains responsible
for dl regulatory requirements. NRC needs to know when licensees are in bankruptcy proceedingsin
order to determine whether dl NRC requirements are followed prior to the completion of the
bankruptcy actions. NRC shares the results of its determinations with other involved entities (e.g.,
trustee) so that health and safety issues can be resolved before bankruptcy actions are compl eted.

Response from Applicant:

* Noresponseisrequired at time of application for anew license.

* Licensses must notify NRC immediately following filing a bankruptcy petition.
References:

* Ingpection Procedure 87103, “Inspection of Materid Licensees Involved in an Incident or
Bankruptcy Filing.”

» Policy and Guidance Directive PG 8-11, “NMSS Procedures for Reviewing Declarations of
Bankruptcy,” dated August 8, 1996.
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8.3 ITEM 3: ADDRESS(ES) FROM WHICH LICENSED MATERIAL
WILL BE DISTRIBUTED

An applicant for a generd digtribution license must be an organization with an addressin the United
States from which it will digtribute the items. The gpplicant must pecify the street address, city, and
dtate or other descriptive address (e.g., on Highway 10, 5 miles east of the intersection of Highway 10
and State Route 234, Anytown, State) for each and every facility used as alocation from which
digtribution will occur. A Pogt Office Box addressis not acceptable. Each point of distribution will be
listed on the generd distribution license.

Being granted an NRC license does not rdlieve a licensee from complying with other applicable
Federd, State, or local requirements (e.g., local zoning requirements or local ordinances requiring
registration of radioactive materid).

8.4 ITEM 4: PERSON TO BE CONTACTED ABOUT THIS
APPLICATION

Identify the individua who can provide information and answer questions about the gpplication and the
product(s) to be digtributed, and include his or her telephone number. Thisistypicdly the RSO for the
license for possession and use of the materia, unless the gpplicant has named a different person as the
contact. NRC will contact thisindividud if there are questions about the gpplication.

Notify NRC if the contact person or his or her telephone number changes so that NRC can contact the
applicant or licensee in the future regarding questions, concerns, or information. Natification of a
contact change isfor information only and would not be considered an application for license
amendment.

Theindividua named in Item 4 of the gpplication may or may not be the same individud who sgnsthe
goplication asthe “ certifying officid” on behdf of the licensee and has the authority to make
commitments to NRC (see Item 13 on Form 313, Appendix B). Any commitments made by the
gpplicant should be sgned by the individua named in Item 13, snce only that individud is conddered
by NRC to have the authority to make commitments on behdf of the applicant. NRC will nat,
therefore, accept license amendments or renewals sgned by the individua identified in Item 4, if this
person differs from the one named in Item 13.

NRC recognizes that licensees may use a consultant or consultant group to help prepare the license
gpplication and provide support to the radiation protection program. Licensees are reminded that
regardless of the role of the consultant in radiation protection program management, the licensee
remains ultimately respongble for dl aspects of the licensad program, including the services performed
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by the consultant. When sdlecting the person to be contacted, be aware that further important NRC
communications will be directed to this person.

8.5 ITEMS 5 AND 6: RADIOACTIVE MATERIAL AND PURPOSE(S)
FOR WHICH LICENSED MATERIAL WILL BE USED

Regulations: 10 CFR 30.33; 10 CFR 32.51; 10 CFR 32.53; 10 CFR 32.57; 10 CFR 32.61;
10 CFR 32.71.

Criteriac An gpplication for agenera distribution license will be gpproved if the requirements of 10
CFR 30.33, and the applicable requirements of 10 CFR 32.51, 10 CFR 32.53, 10 CFR 32.57, 10
CFR 32.61, and/or 10 CFR 32.71 are met.

Discussion: Applicants should determine what devices or products are to be distributed and provide
information about each type of product. Describe in genera terms the purpose of each product.
Activity should be specified in terms of “XX becquerels (Y'Y curies).” For example, “the maximum
activity per seded source is 370 MBq (10 mCi) of cesum-137.”

A safety evaluation of sedled sources and devices is required on certain generaly licensed devices. An
SSD evauation isrequired for al devices authorized in 10 CFR 31.3, 31.5, 31.7, and 31.10. An SSD
evauaion isnot required for devices/products authorized in 10 CFR 31.8 and 31.11. Thisevauation
is performed by NRC or an Agreement State before authorizing a manufacturer (or distributor) to
distribute the device to generd licensees. The safety evauation is documented in an SSD Regidration
Certificate. Information on SSD regigtration certificates is available on NRC' s web Ste a
<http:/Mmww.hsrd.ornl.gov/nrc/ssdrform.htm>.  Information may also be obtained by contacting the
Registration Assistant at NRC' stoll free number, (800) 368-5642, extension 415-7231. For
additiona guidance relating to sedled sources and devices, dso see NUREG-1556, Val. 3,
“Applications for Seded Source and Device Evauation and Regigtration.”

Y ou may not apply for a digtribution license for devices that require an SSD evauation and have not yet
been through the above procedure. First obtain an SSD Regigtration Certificate, and then apply for a
digribution license.

Response from Applicant: The gpplicant should provide the following information for each device to
be distributed:

» |sotope;
o Manufacturer and modd number;
« Maximum activity per device,
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» Purpose of the device;

» SSD Regidration Certificate Number for al devices authorized for use under 10 CFR 31.3, 31.5,
31.7, and 31.10.

References: Seethe Avallability Notice (on the ingde front cover of this report) to obtain a copy of
NUREG-1556, Val. 3, “Consolidated Guidance about Materids Licenses. Applications for Seded
Source and Device Evauation and Regidration.” Also, see the Sample Regidtration Certificates for
Generdly Licensed Products, in Appendix C of this document.

8.6 ITEMS 7, 8,9 AND 11: NOT APPLICABLE

These items on Form 313 are not applicable for generd didtribution licenses.

8.7 ITEM 10: RADIATION SAFETY PROGRAM (REQUIREMENTS
FOR A GENERAL DISTRIBUTION LICENSE)

8.71 10 CFR 32.51: REQUIREMENTS FOR INITIAL TRANSFER OF
DEVICES FOR USE UNDER 10 CFR 31.5 (CERTAIN
MEASURING, GAUGING, OR CONTROLLING DEVICES)

Regulations: 10 CFR 31.5; 10 CFR 32.51; 10 CFR 32.51a; 10 CFR 32.52.

Criteriac Applicantsfor a specific license to didtribute generaly licensed devices, as Specified in 10
CFR 31.5, should provide information relative to the materid transfer reports and records. Applicants
should also provide a copy of the information packet to be sent to customers before transfer. An SSD
review isrequired (See Section 5.2). All other requirements of 10 CFR 32.51 are handled in the SSD
review.

Discussion: The following information must be submitted or addressed as part of the license
goplication.

Quarterly Material Transfer Reports

Licensees are required to file areport with NRC within 30 days of the end of each calendar quarter in
accordance with 10 CFR 32.52. Appendix Q contains NRC Form 653 entitled “ Transfers of
Industrid Devices Report.” Thisform may be used to submit these quarterly reports. Alternativey, the
licensee may use another report format as long as the report includes the following information:

1. Name and license number of the specific licensee submitting the report.

2. Name and address of each Generd Licensee to which a product was transferred.
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This address is to be the mailing address of the location of use of the device. For devicesthat
are portable, this address shdl be the mailing address of the primary place of storage of the
device.

When a customer has multiple locations of use, each location of use should beliged asa
separae trandfer, with the corresponding mailing address of each location of use (unlessthe
multiple locations are contained within the same business campus or industrial complex). For
example, suppose you transfer GL devices to Company A a two different locations (Plant 1
and Plant 2). Company A is considered two separate genera licensees, one for each
location of use. In other words, Company A-Plant 1 is considered a separate Generdl
Licensee from Company A-Plant 2. Both General Licensees, to which a product was
transferred, should be reported.

Different facilities a the same industrid complex or business campus are not consdered
Separate locations.

If there isno mailing address for the location of use, an dternative address for the generd
licensee should be submitted, aong with information on the actud location of use.

Reports to NRC should only include transfers of devices where the place of useiswithin
NRC jurisdiction, or for portable devices, the primary place of storage of the device iswithin
NRC jurisdiction.

Name, title, and phone number of each Generd Licensee' s responsible individud (RI).

The RI isrequired to be an individual designated by the Generd Licensee to be respongble
for having knowledge of and authority to take required actions to ensure the day-to-day
compliance with the appropriate regulations and requirements. Each Generd Licensee must
designate one RI per location and cannot designate more than one RI per location. AnRI
can, however, be assgned to more than one generd licensee. Thisindividud is not
necessarily someone who works onsite at the place of use of the device and is not necessarily
conducting dl required actions, but is responsible for ensuring that required actions are taken.

Date of transfer.
Type, model number, and serid number of each product transferred.
Quantity and type of byproduct materia contained in the product.

Important Notes on Transfer Reports:

* |If one or more “intermediate persons’ will temporarily possess the device a the intended place of
use before the intended user takes possession, the report must include the same information for each
intermediate person, and clearly designate that person as an intermediate person. The term
“intermediate persons’ means a person, company, or corporation that will temporarily possessthe
device & an intended place of use prior to its possession by the intended user. For example, if XYZ
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Building Company owns an office building during its congtruction and the building contains sdif-
luminous tritium exit signs (GL devices), XY Z Building Company is the intermediate person. When
XY Z Building Company sdlls the office building to Company 123, then Company 123 becomes the
generd licensee. Note that an intermediate person should not hold a device in storage for longer
than two years (10 CFR 31.5(c)(15)).

If acompany will be awarehouseman prior to ddlivery to the find detination, the warehouseman is
exempted under 10 CFR 30.13 to the extent that the company stores the GL device for the end
user. The company does not need to be documented on the transfer report. For example, suppose
Company A purchases atritium exit sgn through Electric Company X (awarehouseman), for use a
apaticular location L, which is currently under congtruction. Electric Company X can store the exit
ggn a ther place of business prior to shipment to itsfinal destination. The distributor (Specific
licensee with license for distribution) must list the Generd Licensee as Company A a location L on
the quarterly transfer report.  The digtributor cannot ship the exit Sgn to Electric Company X
without knowing who Company X has sold the Sign to, i.e., the end user or Generd Licensee
company name and location of use. Also, the didtributor cannot ship multiple sgnsto Electric
Company X for them to maintain in stock for resale, unless Electric Company X has a specific
license for digtribution of GL devices.

If you receive adevice from a 10 CFR 31.5 Generd Licensee, the report must note this and identify
the Generd Licensee by name and address, the type, modd number, and serid number of the device
recelved, the date of receipt, and in the case of devices not initidly transferred by the reporting
licensee, the name of the manufacturer or initia transferor.

If no transfers or receipts were made during the reporting period, areport of no activity is required.

If you make changesto a 10 CFR 31.5 device, such that the label must be changed to update
required information, the report must identify the Generd Licensee, the device, and the change to
information on the device labd.

Licensees mugt aso submit a report containing the same information outlined above to the
responsible Agreement State Agency for transfersto or from Genera Licensees in Agreement
States. However, areport of no transfersis only required if an Agreement State requestsiit.

Recordkeeping

Information on al 10 CFR 31.5 transfers and receipts that supports the above reports, are required to
be maintained for 3 years after the recorded event.

Licensees are required to make available, upon request, to the various regulatory agencies, records of
final digpostion of devicesin the event the licensee files for bankruptcy or requests termination of the
license.
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Information to be Supplied to Customers

Licensees are required to provide information to their generdly licensed customers before transfer of
devicesin accordance with 10 CFR 32.51a(a) and (b). Theintent isfor the customer to be aware of
this information prior to making a commitment to purchase (e.g., so they can consder the requirements
associated with the generd license and the costs of disposd of the device in making adecison to
purchase). The following information must be provided:

A copy of 10 CFR 30.51, 31.2, 31.5, 20.2201, and 20.2202;
A ligt of servicesthat can only be performed by a specific licensee;

Information on acceptable disposa options and estimated cost of digposd;
An indication that NRC's policy isto issue high civil pendties for improper digposa.

A 0w DN

If the customer is planning to use the device in an Agreement State, a copy of gpplicable Sate
regulations and the name, address, and phone number of the contact a the Agreement State Regulatory
Agency should be provided. A copy of the NRC regulations listed in Item 1 above can be substituted
for the Agreement State regulations, with a note that the device is regulated by the Agreement State
regulaions. Item 4 isnot gpplicablein this case.

Note that Appendices K and L can be supplied to customers for information as well. In the easy-to-
read question and answer format, these Appendices contain useful information regarding generaly
licensed devices. Appendix K may be hepful to awide range of generdly licensees, and Appendix L
may be helpful to generd licensees who use Sdlf-Luminous Exit Sgns.

Response from Applicant: Submit the following:

A statement that: “We will provide quarterly transfer reports in accordance with 10 CFR 32.52(a) and
(b) and will maintain records in accordance with 10 CFR 32.52(c). We will provide information to
customers prior to purchase in accordance with 10 CFR 32.51a (a) and (b).”

References: Appendix F contains achecklist for use in reviewing generd digtribution license
gpplicationsfor 10 CFR 31.5 devices. Appendix K contains guidance for Generd Licenseesin the
form of questions and answers. Appendix L contains guidance specific to Sdf-Luminous Exit Sgns
(tritium exit Sgns) in the form of questions and answers. Appendix Q containsaform for usein
submitting quarterly materia transfer reports.
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8.7.2 10 CFR 32.53: REQUIREMENTS FOR INITIAL TRANSFER OF
LUMINOUS SAFETY DEVICES FOR USE IN AIRCRAFT

Regulations: 10 CFR 31.7; 10 CFR 32.53; 10 CFR 32.56.

Criteriac Applicants for a specific license to initidly transfer luminous safety devices for usein aircraft
containing tritium or promethium-147, for distribution to generd licensees under 10 CFR 31.7, must
provide sufficient information relaive to annua materid trandfer reports. All devices distributed under
10 CFR 31.7 require an SSD review. All other requirements of 10 CFR 32.53 are handled in the SSD
review (See Section 5.2).

For products distributed to generd licensees pursuant to 10 CFR 31.7, the specific licensed distributor
is required under 10 CFR 32.56 to file an annud report with NRC before July 30 of each year,
covering the year ending June 30. The report must include the following information:

» Name of each generd licensee to which a product was trandferred (distributed);

» Types and numbers of each product transferred (distributed);

 Quantity of tritium or promethium-147 contained in each type of product; and

 Totd quantity of tritium or promethium-147 transferred (distributed).

The report should aso identify the specific licensee submitting the report (the distributor) and the
gpecific license number.

Response from Applicant: Submit the following:
A gatement that: “We will provide annua materia transfer reportsin accordance with 10 CFR 32.56.”

References. Appendix G contains a checklist for usein reviewing agenerd digtribution license
gpplication for luminous safety devices for aircraft.

8.7.3 10 CFR 32.57: REQUIREMENTS FOR INITIAL TRANSFER OF
CALIBRATION OR REFERENCE SOURCES CONTAINING
AMERICIUM-241

Regulations: 10 CFR 31.8; 10 CFR 32.57; 10 CFR 32.58; 10 CFR 32.59.

Criteriac Applicantsfor apecific license to initidly transfer caibration or reference sources containing
americium-241, for distribution to persons generdly licensed under 10 CFR 31.8, must provide
sufficient information relative to 10 CFR 32.58.
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Note that an SSD regigtration certificate is not required for americium-241 calibration sources that
contain no more than 185 kBq (5.0 microcuries), and thus, the application process for a manufacturing
license of such sources should include areview of 10 CFR 32.57 and 32.59. For information regarding
gpplications for manufacturing, see NUREG-1556, Vol.12.

Discussion: This section outlines the requirements to obtain a license for an gpplicant wishing to
distribute americium-241 reference and calibration sources.

The byproduct materid must be prepared for distribution in calibration or reference sources condgsting
of americium-241 not exceeding 185 kBq (5.0 microcuries).

Each source or storage container for the source must bear alabd that contains sufficient information
relative to safe use and storage of the source and the following statement (or a subgtantialy smilar
Satement):

The receipt, possession, use, and transfer of this source, Model , Serial No. , are subject to a
general license and the regulations of the United States Nuclear Regulatory Commission or of a State with which the
Commission has entered into an agreement for the exercise of regulatory authority. Do not remove this label.

CAUTION - RADIOACTIVE MATERIAL - THIS SOURCE CONTAINS AMERICIUM-241.

DO NOT TOUCH RADIOCACTIVE PORTION OF THIS SOURCE.

[Name of manufacturer or initial transferor]

1556-064.ppt
072700

Figure 8.1 Labdl.

Response from Applicant: Submit an actud label for each americium-241 check or reference source
to be didributed. These labds must contain the information described in the Discussion section above.

Reference: Appendix H contains achecklist for use in reviewing agenerd distribution license
gpplication for americium-241 calibration or reference sources under 10 CFR 31.8.

8.7.4 10 CFR 32.61: REQUIREMENTS FOR INITIAL TRANSFER OF
ICE DETECTION DEVICES CONTAINING STRONTIUM-90

Regulations: 10 CFR 31.10, 10 CFR 32.61.

Criteriac Applicantsfor aspecific licenseto initidly transfer ice detection devices containing strontium-
90 for digtribution to persons generdly licensed under 10 CFR 31.10, must only provide sufficient
information relative to Items 1 through 6 of NRC Form 313. An SSD review isrequired (See Section
5.2). All other requirements of 10 CFR 32.61 are handled in the SSD review.
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Response from Applicant: No specific response required.

References: Appendix | contains a checklist for use in reviewing generd distribution license
gpplications for ice detection devices.

8.7.5 10CFR 32.71: REQUIREMENTS FOR INITIAL TRANSFER IN
VITRO KITS UNDER 10 CFR 31.11

Regulations: 10 CFR 20.1901(a); 10 CFR 20.2001; 10 CFR 30.42(d); 10 CFR 31.11,
10 CFR 32.71.

Criteriac Applicants for aspecific licenseto initidly transfer byproduct materid for certain in vitro
clinica or laboratory testing for distribution to persons generdly licensed under 10 CFR 31.11, must
provide sufficient information to satisfy 10 CFR 32.71(b)-(e).

Discussion: This section outlines the requirements to obtain alicense for an gpplicant requesting
authorization to didtribute in vitro kits to persons who use them for avariety of clinicd tests such as
Schillings tests, red cdll surviva tests, hormone eva uations, and thyroid stimulating hormone tests
(TSH). An SSD review is not required.

The byproduct material must be prepared for distribution in prepackaged units consisting of any of the
following:

* lodine-131, iodine-125, carbon-14, or selenium-75 not exceeding 370 kilobecquerds (kBq)
(20 microcuries (10 nCi));

» Hydrogen-3 not exceeding 1,850 kBq (50 nCi);

* |ron-59 not exceeding 740 kBq (20 nCi);

* Mock iodine-125 not exceeding 1.85 kBq (0.05 nCi) of iodine-129 and 0.18 kBq (0.005 nCi) of
americium-241.

Each prepackaged unit must bear adurable, clearly visible labd including the following information:

» Theradionudide and chemica form;
» A datement that the radioactivity does not exceed the limit indicated above for each radionuclide;
» Theradiation caution symbol described in 10 CFR 20.1901(a);

* Thewords, “Caution - Radioactive Materid,” and “Not for Internal or Externd Usein Humans or
Animds”
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Each package must dso have a satement, or a substantidly smilar satement, that containsthe
following information on alabd affixed to the prepackaged unit or in alegflet or brochure

accompanying the package.

The radioactive material may be received, acquired, possessed, and used only by physicians, veterinarians in the
practice of veterinary medicine, clinical laboratories or hospitals and only for in vitro clinical or laboratory tests not
involving internal or external administration of the material, or the radiation therefrom, to human beings or animals.
Its receipt, acquisition, possession, use and transfer are subject to the regulations and a general license of the U.S.
Nuclear Regulatory Commission or of a State with which the Commission has entered into an agreement for the
exercise of regulatory authority.

[Name of manufacturer]

1556-065.ppt
072700

Figure 8.2 Package Labdl.

Thislabd or |eaflet/brochure must contain adequate information about the precautions to be observed
in handling and storing such byproduct materid. Regarding Mock lodine-125 reference/cdibration
sources, the information must so contain directions on disposing of waste in accordance with 10 CFR
20.2001. Usudly, compliance with this requirement is achieved by transfer to an authorized recipient.

In accordance with 10 CFR 31.11(f), except for mock iodine-125 sources, these licensees are exempt
from the requirementsin 10 CFR Parts 19, 20, and 21, including the requirements on disposa of
licensed materid. The digtribution licensees may wish to inform their customers of this exemption.

Note: Thedigributor of generdly licensed in vitro kits must not transfer materialsto agenerd
licensee unless the genera licensee has a properly completed NRC Form-483, “Regidtration
Certificate - In Vitro Testing with Byproduct Materid Under Generd Licensg’ on file with NRC.
Didributors can verify thisinformation by obtaining a copy of the generd licensee s vdidated Form
NRC-483. An NRC Form-483 has been validated if it has been assigned aregistration number by
NRC. Alternate methods for verification are listed in 10 CFR 30.41(d).

Response from Applicant: Submit an actua package labd and/or |eaflet/brochure for each type of
prepackaged kit. These labe s and/or |eaflet/brochures must contain the information described in the
Discussion section above.

References: Appendix Jcontains a checklist for reviewing generd distribution license applications for
certainin vitro kitsunder 10 CFR 31.11.
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8.8 ITEM 12: FEES

On NRC Form 313, enter the appropriate fee category from 10 CFR 170.31 and the amount of the
fee enclosed with the gpplication. Applicants should be aware that they may be responsible for feesin
each category applicable to their gpplication or license. Refer to Section 7 for more information.

NRC may begin reviewing licenang requests without the proper fees, however, NRC will not issue a
new license, amendment, renewa, or registration certificate before receiving the appropriate fee.

8.9 ITEM 13: CERTIFICATION OF APPLICATION

Individuas acting in a private capacity are required to date and sgn NRC Form 313. Otherwise,
representatives of the corporation or lega entity filing the gpplication should date and sign the form.
Representatives signing an application must be authorized to make binding commitments and
to sign official documents on behalf of the applicant. Asdiscussed previoudy in “Management
Responghility,” sgning the gpplication acknowledges management’ s commitment and respongbilities
for the radiation protection program. NRC will return all unsigned applications for proper
signature.

Note:
» When the gpplication references commitments, those items become part of the licensing conditions
and regulatory requirements.

* Itisaviolation of 10 CFR 30.9 and 10 CFR 30.10 to make a false statement on an application.
Civil sanctions, including revocation of the license and/or orders removing individuas from licensed
activity, may be taken.

* Itisacrimind offenseto make awillful false statement or representation on gpplications or
correspondence (18 U.S.C. 1001).
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9 DEFICIENCY IN THE APPLICATION

If, in the process of evaluating an gpplication, it is determined that insufficient information has been
submitted, the license reviewer will contact the applicant to obtain the necessary information.
Depending on the type and complexity of the information needed, the reviewer may request the
additiond information through aforma written request or, epecidly for smple answers and
clarifications, via telephone or eectronic mail. Submittal of an inadequate or deficient gpplication may
delay the issuance of the license. The application could be rejected by NRC for falure to provide a
prompt or timely response to a deficiency in the gpplication.

Applicants may request an extension of time in order to respond to any correspondence or request for
additional information about its application, provided NRC determines there is good cause and the
additiond timeis reasonable. The request may be in writing or viateephone. Typicdly, the reviewer
notifies the gpplicant by telephone that an extenson has been granted and gives the gpplicant the new
proposed date.

91 NUREG - 1556, Val. 16






10 ISSUANCE OF A LICENSE

Licenses authorizing distribution of generally licensed products or devices under 10 CFR 32.51, 32.53,
32.57, 32.61, and/or 32.71 are prepared using NRC Form 374 (see Appendix M for atypical
example). Thisisa separate license from the possession and use license, and it is commonly referred to
asa“Generd Didribution” license. All generd digtribution licenses include the following information:

* Licensee s name and mailing address;

* License number, docket number and expiration date (al assigned by NRC);

» Byproduct materid and its chemica and/or physica form;

» Authorized ativity;,

 Products, model number, and maximum activity per source or device,

* Location(s) from which generdly licensed products may be distributed;

» Condition that “this license does not authorize possession or use of licensed materid.”

The generd didiribution license aso contains a“tie-down” condition that commits the licensee to

conducting its program in accordance with the statements, representations, and procedures contained in
the documents, including any enclosures, submitted by the gpplicant.
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11 AMENDMENTS AND RENEWALS TO A LICENSE

It isthe licensee’ s obligation to keep the license current and anticipate the need for alicense
amendment. If any of the information provided in the origina application needs to be modified or
changed, the licensee should consult the appropriate Regiond Office to determine if an amendment to
the licenseisrequired and if required, the licensee must submit an gpplication for alicense amendment
before the change takes place. In generd, you must submit an gpplication for an amended license
whenever there is a substantive change to text or labels accompanying the product. Substantive
changes include such items as a change in name and address of the licensad distributor, wording
required by regulations, or achangein colors used on the hazard warning labels. An application for a
license amendment is not needed for minor changes. Minor changes include changes in format, color
intengity, typographical corrections, changes to distributor’ s logo, telephone number, e-mail address or
web-site address.

Also, to continue the license after its expiration date, the licensee must submit an application for a
license renewal at least 30 days before the expiration date (10 CFR 2.109, 10 CFR 30.36(Q)).

For renewa and amendment requests, applicants must do the following:

» Besaureto use the most recent guidance in preparing an amendment or renewa request.
* Submit, in duplicate, either an NRC Form 313 and/or a letter requesting amendment or renewd.

* Provide the license number.
In requesting renewa of alicense, licensees should do the following:

* Review the current license and associated documents submitted to NRC in the past to determine if
the information is up-to-date and accurately represents the current licensed activities and products.
Identify in the application, by date, those documents that are applicable and those that are out-of-
date or superseded, and indicate any changes necessary to reflect the current program.

Using the suggested wording of responses and committing to using any model proceduresin this
report will expedite NRC' s review.

Applications for license renewd filed at least 30 days before the expiration date of the license will
receive a“Deemed Timdy” letter (see Appendix O for an example) confirming that the gpplication has
been filed in atimely manner and the present license will remain in effect until NRC takesfind action on
the renewd gpplication. A copy of thisletter should be maintained until the amended licenseis
received. If arenewd gpplication is not received by NRC before the expiration date, the licensee will
be without a vdid license when the license expires, a which point generd digtribution activities are no
longer authorized and the licensee must cease dl distribution activities until anew license can be
obtained. The licensee must then submit an application package for a new license.

111 NUREG - 1556, Val. 16



AMENDMENTS AND RENEWALSTO A LICENSE

Licensees not wishing to renew their generd distribution license should send aletter to NRC before the
expiration date of the license, with arequest that the license be terminated (see Section 13 for
additiona guidance).

Amending or changing the generd distribution license may aso require amendments to the possesson
and use license(s) and/or the device regigtration sheet(s) for additions, deletions, or modifications to
models of sealed sources or devices to be distributed.

NUREG - 1556, Val. 16 11-2



12 APPLICATIONS FOR EXEMPTIONS

Regulations: 10 CFR 19.31; 10 CFR 20.2301; and 10 CFR 30.11.

Criteria: Licensees may request exemptionsto regulations. The licensee must demondirate that the
exemption is authorized by law, will not endanger life or property or the common defense and security,
and is otherwise in the public interest.

Discussion: Various sections of NRC' s regulations address requests for exemptions (e.g., 10 CFR
19.31, 20.2301, and 30.11(a)). These regulations state that NRC may grant an exemption, acting on
itsown initiative or on an gpplication from an interested person. Key congderations are whether the
exemption is authorized by law, will endanger life or property or the common defense and security, and
is otherwise in the public interest.

Until NRC has granted an exemption in writing, NRC expects compliance with dl applicable
regulations.

Exemptions are not intended for large classes of licenses and are generdly limited to a unique Stuation.
Exemption requests must be accompanied by the following information:
» Reqgues for the exemption and an explanation of why it is needed;

» Proposed compensatory safety measures intended to provide alevel of hedth and safety equivaent
to the regulation for which the exemption is being requested; and

« Alternative methods for complying with the regulation and why they are not feasible.
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13 TERMINATION OF ACTIVITIES

Regulations: 10 CFR 30.36.
Criteria: Termination of digtribution activities.

Discussion: Pursuant to 10 CFR 30.36, generd didtribution licensees may request termination of their
NRC license a any time. Licensees should notify NRC within 60 days of their decision to permanently
ceae licensed activities or the lack of licensed activities for 24 months.

Generd didtribution licensees who intend to terminate their possesson and use activitiesaswell, are
responsible for notifying and providing records to the appropriate NRC or Agreement State authorities
concerning the digposition of the possession license and al radioactive materid, etc.

A specific licenseis not terminated until NRC takes find action to terminate the license; therefore, an
application for license termination does not relieve the licensee from its obligations to comply with
NRC regulations and the terms and conditions of the license until the license is terminated in writing by
NRC.

Response from Applicant: Generd digtribution licensees who are required to submit materid transfer
reports under 10 CFR 32.52 or 10 CFR 32.56 are required to file materid transfer reports when
discontinuing activities authorized under the license. The report must include transfers since the period
previoudy reported until the date of the last transfer. If no transfers of byproduct materia have taken
place, then the report should so indicate.
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APPENDIX A

This report incorporates, updates, and supersedes previous guidance found in Information Notice,
“Standard Review Plan for Use of Sedled Sourcesin Nonportable Gauging Devices,” and Technica
Assgtance Requedts asit gpplies to manufacturing and initia distribution of generally licensed
devices/products for use under 10 CFR Part 31. All superseded documents have been marked by an
asterisk (*).

Table A.1  List of Documents Considered in the Preparation of this Report

Document Title Date
| dentification
IL 81-2* Interpretive Letter 81-2 5/4/81

IN 81-37* Information Notice 81-37, “Unnecessary Radiation Exposureto |12/18/81
the Public and Workers During Events Involving Thickness and
Level Measuring Devices’

IN 87-37* Information Notice 87-37, “ Compliance with the Generd 8/10/87
License Provisons of 10 CFR Part 31”

IN 88-02* Information Notice 88-02, “Lost or Stolen Gauges’ 2/2/88

IN 88-90* Information Notice 88-90, “Unauthorized Remova of Industrid | 11/22/88
Nuclear Gauges’

IN 94-15* Information Notice 94-15, “ Radiation Exposures During an 3/2/94

Event Involving a Fixed Nuclear Gauge’

FC 85-04* Policy and Guidance Directive, “Standard Review Plan (SRP) | 2/6/85
for Applications for Use of Sealed Sources in Nonportable
Gauging Devices’

FC 85-08* Policy and Guidance Directive, “Licendng of Fixed Gaugesand |6/29/88
Similar Devices” Revison 1
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APPENDIX B

NRC FORM 313 U. S. NUCLEAR REGULATORY COMMISSION
(8-1999)

10 CFR 30, 32, 33

34,35, 36, 39 and 40

APPLICATION FOR MATERIAL LICENSE

APPROVED BY OMB: NO. 3150-0120 EXPIRES:08/31/2002

Estimated burden per response to comply with this mandatory information coflection request
7.4 hours. Submittal of the application is necessary to determine that the applicant is qualified
and that adequate procedures exist to protect the public health and safety. Send comments
regarding burden estimate to the Records Management Branch (T-6 ES6), U.S. Nuclear
Regulatory Commission, Washington, DC 20555-0001, or by internet e-mail to bjs1@nrc.gov,
and to the Desk Officer, Office of Information and Regulatory Affairs, NEOB-10202, (3150-0120)
Office of Management and Budget, Washington, DC 20503. if a means used to impose an
information coliection does not display a currently valid OMB control number, NRC may not
conduct or sponsor, and a person is not required to respond to, the information collection.

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION.
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH:

DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS
U.S. NUCLEAR REGULATORY COMMISSION

WASHINGTON, DC 20555-0001

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS!
{F YOU ARE LOCATED IN:

CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, MAINE, MARYLAND,
MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, NEW YORK, PENNSYLVANIA,
RHODE ISLAND, OR VERMONT, SEND APPLICATIONS TO:

LICENSING ASSISTANT SECTION

NUCLEAR MATERIALS SAFETY BRANCH

U S NUCLEAR REGULATORY COMMISSION, REGION |
475 ALLENDALE ROAD

KING OF PRUSSIA, PA 19406-1415

ALABAMA, FLORIDA, GEORGIA, KENTUCKY, MISSISSIPPI, NORTH CAROLINA, PUERTO
RICO, SOUTH CAROLINA, TENNESSEE, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,
SEND APPLICATIONS TO:

SAM NUNN ATLANTA FEDERAL CENTER

U. S. NUCLEAR REGULATORY COMMISSION, REGION Il
61 FORSYTH STREET, SW,, SUITE 23785

ATLANTA, GEORGIA 30303-8931

i{F YOU ARE LOCATED IN:

ILLINOIS, INDIANA, {OWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN,
SEND APPLICATIONS TO:

MATERIALS LICENSING SECTION

U.S. NUCLEAR REGULATORY COMMISSION, REGION i
801 WARRENVILLE RD.

LISLE, IL 60532-4351

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAII, IDAHO, KANSAS,
LOUISIANA, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH DAKOTA,
OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS, UTAH,
WASHINGTON, OR WYOMING, SEND APPLICATIONS TO:

NUCLEAR MATERIALS LICENSING SECTION

U.S. NUCLEAR REGULATORY COMMISSION, REGION IV
611 RYAN PLAZA DRIVE, SUITE 400

ARLINGTON, TX 76011-8064

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULATORY COMMISSION JURISDICTIONS.

1 THIS IS AN APPLICATION FOR (Check appropriate item)
A NEW LICENSE

B. AMENDMENT TO LICENSE NUMBER

C  RENEWAL OF LICENSE NUMBER

2. NAME AND MAILING ADDRESS OF APPLICANT (Include Zip code)

3. ADDRESS(ES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

4. NAME OF PERSON TO BE CONTACTED ABOQUT THIS
APPLICATION

TELEPHONE NUMBER

SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 11" PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE

5 RADIOACTIVE MATERIAL.
a. Element and mass number; b. chemical and/or physical form; and c. maiximum amount
which will be possessed at any one time.

6. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED

7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING EXPERIENCE

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

9 FACILITIES AND EQUIPMENT. 10. RADIATION SAFETY PROGRAM
12 LICENSEE FEES (See 10 CFR 170 and Section 170.31)
11 WASTE MANAGEMENT. AMOUNT
FEE CATEGORY ENCLOSED §

UPON THE APPLICANT.

CERTIFICATION. (Must be completed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN
CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33, 34, 35, 36, 39 AND 40, AND THAT ALL INFORMATION CONTAINED HEREIN IS TRUE AND

CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF.

WARNING 18 U.S.C. SECTION 1001 ACT OFJUNE 25, 1948 62 STAT. 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN {TS JURISDICTION.

CERTIFYING OFFICER - TYPED/PRINTED NAME AND TITLE

SIGNATURE DATE

FOR NRC USE ONLY

TYPE OF FEE FEE LOG FEE CATEGORY | AMOUNT RECEIVED CHECK NUMBER | COMMENTS
$
APPROVED BY DATE
B-1 NUREG - 1556, Val. 16
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES

SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 1 OF 11

DEVICETYPE: Transmisson Gauge

MODEL.: TG
(formerly registered asthe Models 0-7, U-7,
and U-7D)
MANUFACTURER/DISTRIBUTOR: [Manufacturer’ s name and address goes here]
SEALED SOURCE MODEL DESIGNATION: ABB Modds S-11
S-16
S-18
S-20
AmershanModd: CLC.DI
ISOTOPE MAXIMUM ACTIVITY MODELS
Promethium-147 1000 millicuries (37 GBQ) S-20
Krypton-85 1000 millicuries (37 GBQ) S11
Strontium-90 70 millicuries (2.6 GBQ) S-18
Curium-244 1000 millicuries (37 GBQ) CLC.DI
Americium-241 5000 millicuries (185 GBQ) S16
LEAK TEST FREQUENCY: 6 Months
Not required for Krypton-85
PRINCIPAL USE: (D) Gamma Gauge (containing Cm-244 or
Am-241)
(E) Beta Gauge (containing Pm-147, Kr-85 or Sr-
90)
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 2 OF 11
DEVICETYPE: Transmisson Gauge
DESCRIPTION:

The Manufacturer’ s Modd TGl device is designed for gauging physical characteristics of processed
materiads such as the thickness, dengity, weight per unit areaor length, or composition of the measured
materid. The deviceis dways mounted in afixed geometry with a detector housing. The detector
housing is mounted in front of the beam port of the device. The materia to be measured is either

passed between the device and detector or the device and detector are moved smultaneoudly,
maintaining their geometrica relationship over the materia to be measured. The air gap between source
housing and detector ranges from 0.5 cm (0.20 inch) to 10 cm (3.93 inch) for beta-emitting sources
and up to 50 cm (19.69 inch) for gamma-emitting sources.

The deviceisingdled at fixed locations by the manufacturer or another specific licensee of NRC or an
Agreament State which islicensed to do so. The device may be indaled into existing manufacturing
equipment or onto aframe or scanner which isincorporated into the process. The device may be
mounted in laboratory or Smilar locations.

The dimensions of the device range from 190 to 243 mm (7.48 to 9.57 inches) high by 419 mm (16.50
inches) long by 203 mm (7.99 inches) wide. The device consists of an outer shell, the sealed source,
source holder, shutter mechanism, source holder adapter, and various eectronic components. A
drawing of the deviceis shown in Attachment 1.

The outer shell consists of four pieces. the source base plate, source head, and two side covers. The
source head, three Sdes of the box shape, is elther cast from duminum or fabricated from stedl. It has
aminimum wall thickness of 6.4 mm (0.25 inch). The source base plate is fabricated from sted, 19.1
mm (0.75 inch) thick, and mechanicaly fastened to the enclosure with heavy-duty laiches. The sde
covers are made of duminum or steel and are 6.4 mm (0.25 inch) thick. The side covers are bolted in
place and locked to prevent remova. When needed, insulating materid is inserted between dissmilar
materid interfaces.
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 30F 11
DEVICETYPE: Transmisson Gauge
DESCRIPTION (Cont.):

The source holder adapter is fabricated from steel and is bolted to the source base plate. It hasa
minimum thickness of 15.8 mm (0.62 inch).

The shutter mechanism is operated by an air or dectric actuator. The actuator is equipped with afail-
safe goring mechanism which will automaticaly return the sintered tungsten or stainless sed shutter to
the closed position if there is a power falure.

The source holder contains the sedled source and is fabricated from sted and/or sintered tungsten and
lead shiedlding. The combination of materids and dimensions of the source holder depends on the
isotope. The source contained in the device may be one of the sources listed on the first page of this
document with the maximum activity listed.

The deviceis desgned to withstand the environmenta conditions listed in this document. 1f more
extreme conditions are expected or redized, the manufacturer may subdtitute different materids for the
source base plate, source head, and Side covers and/or may plate, coat, or treat these components to
achieve higher performance. Upon doing o, the manufacturer is required to submit details of the
environmenta conditions and design specifications of the device to the Materids Safety and Ingpection
Branch, Divison of Industrid and Medica Nuclear Safety, NRC.

The device is operated as part of alarger measurement and control system which is computer
controlled. The computer control system may be located in aremote location. The system software
and logic determines if the conditions are appropriate (materia to be measured is present, lineis
moving, etc.) for the shutter to open. The operator cannot override the system logic and open the
device shutter mechanism. However, the operator at the computer can close the shutter by executing a
command such as * Off sheet” which will automaticaly close the shutter. The device may dso be
equipped with a mechanism which alows the shutter to be closed by executing alock-out control at the
operator’ s station or at the scanner.

The shutter pogition isindicated by lightsin the immediate vicinity of the device. Thelightsarered

(shutter open) and green (shutter closed). Anilludration of the indicator lights for O-frame ingtalations
is shown in Attachment 2.

NUREG - 1556, Val. 16 C4



C5

APPENDIX C

NUREG - 1556, Val. 16



APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 4 OF 11
DEVICETYPE: Transmisson Gauge
DESCRIPTION (Cont.):

Large lantern lights are mounted to U- or C-frame gpplications. The lights are mounted so they are
reedily visible to anyone working in the area near the device. Additiond indicator lights may be located
throughout associated areas. This could include lights or video displays at the operators monitoring
and control stations.

The ABB source modd s listed on the first page of this document (and in attachment 4) are approved
for use only inthe Modd TG-1. The sources may not be registered on separate certificates. The
sources are manufactured to ABB specifications by Amersham Corporation or Du Pont Merck
Pharmaceuticas.

The Modd TGl replacesthe ABB Modds 0-7, U-7, and U-7D. The primary change isthat the
Modd TGl is the source housing which was used in the Modds 0-7, U-7, and U-7D, and this change
alows the device to be mounted to various types of frames or existing process machinery.

LABELING:

The deviceislabeled in accordance with Section 20.203, 10 CFR Part 20. When distributed to
persons generdly licensed, the device is additiondly labeled in accordance with the requirements of
Section 32.51, 10 CFR Part 32. Copies of the |abdls are shown in Attachment 3.

Labd A issdf-adhesive and will be atached to the source holder. The labd will include isotope,
activity, and date assay of the source contained in the source holder. The label has ayellow
background with black lettering and magenta trefoil symbols.

Labd B isattached to the end of the device and to the outer shroud, carriage, frame, or mounting
assembly containing the device so that it is clearly visble after the deviceisinddled. Labe B iseither
sdlf-adhesive with the added information (isotope, activity, date of assay, serid number, model number,
test interval, and distance specification) entered by typing and covered by aclear laminate, or is
fabricated from anodized duminum, attached with screws, and the information die stamped.

NUREG - 1556, Val. 16 C6



APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 5OF 11
DEVICETYPE: Transmisson Gauge
LABELING (Cont.):

The manufacturer will choose alabd sufficient to withstand the environment in which the device is
indaled. Thelabd has aydlow background with black |ettering and a magenta trefoil symbol.

Additiondly, labd C will be attached to the end of the devices digtributed to generd licensees. The
label will be attached to the device and to the outer shroud, carriage, frame, or mounting assembly
containing the device so thet it is clearly visible after the deviceisingdled. Thelabd is either sf-
adhesive and covered by a clear laminate or is fabricated from anodized duminum, attached with
screws. ABB will choose alabd sufficient to withstand the environment in which the device isindaled.
The label has a white background with black |ettering.

The manufacturer’s name is displayed on other labels and emblems attached to the supporting
structures of the device.

The manufacturer’ s source models are engraved or slamped with the isotope, activity, seria number,
and date of manufacture.

DIAGRAM:

See Attachments 1-4.

CONDITIONS OF NORMAL USE:

The deviceisintended for usein industrial gauging applications. Typicad environments are those
associated with measurement and control gpplications such as paper machines, metasrolling mills,
plagtics extrusons lines, fiberglass mat lines, or tire fabric caendars. Operating temperatures may vary
from 0°C to 200°C (32°F to 392°F). The temperatures will typicaly not exceed 125°C (257°F).
The device will withstand humidity up to 100% RH. Vibration, shock, and corrosion will be typica of
those associated with applications listed above.

In operation in non-benign environments, the source housing istypicaly temperature controlled. It may
be purged.
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 6 OF 11
DEVICETYPE: Transmisson Gauge
CONDITIONS OF NORMAL USE (Cont.):

This controlled internd environment is designed to prevent condensation and corrosive conditions that
might adversely affect shutter operation.

If the source housing is to be subjected to more extreme environments which would require different
materias of congructions, or coatings or trestments of the materids, the manufacturer shall make the
subdtitution and upon doing so, shdl submit the environmental conditions and design specifications to
the Source Containment and Devices Branch, NRC.

PROTOTYPE TESTING:

According to the manufacturer, the expected useful life of the shutter design is 200,000 cycles. This
represents the typical number of shutter operations a device may encounter during 10 years of use.

A prototype of a shutter mechanism (source, source holder, and complete shutter mechanism), smilar
in design to the Mode TG+l shutter mechanism, was subjected to the Underwriter’ s Laboratories four
hour fire test. Thetest conssted of the device being subjected to atemperature of 2000° F (1093°C)
for four hours, followed by being dropped six feet while incandescent. The shutter mechanism was then
immediately quenched in water a 68°F (20°C) and then dropped fifteen feet on each of its three mgor
axes. After the test, the source remained in the device and leak tests indicated no leskage of byproduct
meterid.

As dtated, the Model TG-l has been manufactured and distributed as part of the Models 0-7, U-7, and
U-7D. The device has demongtrated the capability to withstand the typica shock, vibration, and
corrosion expected in typica operating environments.

The Models NER-584 and CL C.DI have been tested and meet the ANSI N542-1977 classfications

of 77C33232 and 77C64344 respectively. A13B hasindicated that their source models meet the
ANSI N542-1977 classfications listed in the table in Attachment 4.
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 7 OF 11
DEVICETYPE: Transmisson Gauge
EXTERNAL RADIATION LEVELS
The following is the maximum externd radiation levels from the device when mounted with a detector
unit. These levels were taken from isodistance radiation patterns submitted by the manufacturer. The
manufacturer states the patterns were prepared using the procedures specified in ANSI N538-1979
and represent the worst-case Stuations, as determined from data of actual measurements of al of the

geometric combinations envisioned.

Containing a 1000 mCi, promethium-147 source and having a13 mm (0.51 inch) air gap between the
source housing and detector:

Max. Radiation Level

Digtance Shutter open Shutter closed
(cm) (in) mR/hr wSvlhr mRhr wSvlhr
5 1.97 6.8 68 Background
30 11.81 Background Background
100 39.37 Background Background
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 8 OF 11
DEVICETYPE: Transmisson Gauge
EXTERNAL RADIATION LEVELS (Cont.):
As gtated, the above levels represent the wordt-case mounting configurations. However, once ingtaled,
the externd radiation levels may be lower because of externd shielding. In addition, because these
housings are usualy mounted within aframe or exigting machinery, the workers will usudly not be gble
to get within 30 cm of the device.
When inddled a agenerd licensee sfacilities, the radiation levels will be controlled with externa
shieding, barriers, and location such that dose rates at continuoudy occupied work stations will not
exceed 0.25 mR/hr (2.5 wSv/hr). In addition, maximum radiation levels on the surface of the
gpplication will not exceed 50 mR/hr (500 1. Sv/hr) when the shutter isin the closed pogition.
QUALITY ASSURANCE AND CONTROL.:
The manufacturer maintains a quality assurance and control program which has been deemed

acceptable for licenang purposes by NRC. A copy of the program is on file with the Source
Containment and Devices Branch.
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 9 OF 11
DEVICETYPE: Transmisson Gauge
LIMITATIONS AND/OR OTHER CONSIDERATIONS OF USE:
The device may be distributed to specific or generd licensees of NRC or an Agreement State.
Handling, storage, use, trander, and disposd: To be determined by the licenang authority.
Source housings intended for use under agenerd license shdl beinitidly tested for externa radiation
levels, required labds, and leakage/contamination of radioactive materid by persons specificaly

licensed by NRC or an Agreement State.

The device, except when it contains Kr-85, shall be lesk tested at intervals not to exceed 6 months
using techniques capable of detecting 0.005 microcurie (185 Bq) of removable contamination.

When inddled a agenerd licensee sfacilities, the radiation levels shdl be controlled such that dose
rate levels at continuoudy occupied work stations will not exceed 0.25 mR/hr (2.5 1 Sv/hr). Maximum
radiation levels on the surface of the application shdl not exceed 50 mR/hr (500 . Sv/hr) when the
shutter isin the closed position.

When the source housing is to be subjected to extreme environments which require different materids
of congtructions, or coatings or trestments of the materias, the manufacturer shall make the subgtitution
and upon doing so, shdl submit the environmenta conditions and design specifications to the Source
Containment and Devices Branch, NRC.

When the device contains a beta-emitting source, the air gap between the source housing and the
detector unit shall not exceed 10 cm (3.93 inches).

When the device contains a gamma-emitting source, the air gap between the source housing and the
detector unit shal not exceed 50 cm (19.69 inches).

Servicing of the source housing, including ingdlation and removal, and mechanisms essentid to its

inherent safety features (eg. externd shidding, automatic shutter closng mechanisms), shdl be
performed by persons specificaly licensed by NRC or an Agreement State.

NUREG - 1556, Val. 16 C12



APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)

No.: NR-109-D-122-B DATE: June 27,1994 PAGE 10 OF 11
DEVICETYPE: Transmisson Gauge
LIMITATIONS AND/OR OTHER CONSIDERATIONS OF USE (Cont.):

The manufacturer’ smodels S-11, S-16, S-18, and S-20 are approved for use in the Model TG-| as
part of this regidration.

This regigration sheet and the information contained within the references shal not be changed without
the written consent of NRC.

SAFETY ANALY SIS SUMMARY:
The manufacturer/distributor has submitted sufficient information to provide reasonable assurance that:

* The device can be safely operated by persons not having training in radiologica
protection.

» Under ordinary conditions of handling, storage, and use of the device, the byproduct
materia contained in the device will not be released or inadvertently removed from the
source housing, and it is unlikely that any person will receive in any period of one year a
dosein excess of 10% of the limits specified in Section 20.1201(a), 10 CFR Part 20.

Under accident conditions associated with handling, storage, and use of the source housing, it is unlikely
that any person would receive an externd radiation dose or dose commitment in excess of the dose to
the gppropriate organ as pecified in the following chart:

PART OF BODY DOSE

Whole body; head and trunk; active blood-forming organs, gonads; or 15rem (0.15 Sv)
lens of eye

Hands and forearms; feet and ankles; localized areas of skin averaged 200 rem (2.0 Sv)
over areas no larger than 1 square centimeter

Other organs 50 rem (0.50 Sv)
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)
No.: NR-109-D-122-B DATE: June 27,1994 PAGE 11 OF 11
DEVICETYPE: Transmisson Gauge
SAFETY ANALYSISSUMMARY SECTION (Cont.):

Based on review of the Modd TGl device, the information and test data cited below, and the years of
usage as part of the Models 0-7, U-7, and U-71), we conclude that this device is acceptable for

licensaing purposes.

Furthermore, we conclude that this device would be expected to maintain it's containment integrity for
normal conditions of use and likely accidental conditions which might occur during uses specified in this
certificate.

REFERENCES:

The following supporting documents for the Modd TG-| are hereby incorporated by reference and are
made apart of this registry document:

» Manufacturer’s gpplication dated July 23, 1991.

» Manufacturer’s letters dated April 21, 1993 (two letters), and August 13, 1993, with
enclosures thereto.

» Manufacturer’s dated July 2, 1993, July 6, 1993, and October 18, 1993.
ISSUING AGENCY::

U.S. Nuclear Regulatory Commission

Date: June 27, 1994 Reviewer: John Lubinski

Date: June 27, 1994 Concurrence: Steven L. Baggett
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APPENDIX C

REGISTRY OF RADIOACTIVE SEALED SOURCESAND DEVICES
SAFETY EVALUATION OF DEVICE
(AMENDED IN ITSENTIRETY)
No.: NR-109-D-122-B DATE: June 27,1994 ATTACHMENT 3
LABELS:

[example of the manufacturer’ s proposed labeling of the device would go here]
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APPENDIX D

[Applicant Name]
[ATTN: Contact Name]
[City, State Zip Code]

Dear ']

SUBJECT: REQUEST FOR WITHHOLDING INFORMATION CONTAINED IN LICENSE
APPLICATION

By NRC Form 313, “Application for Materid License,” or letter from (Licensee’'s Name) dated
_, and affidavit dated , You submitted proprietary materia congsting of dlient information and
requested it be withheld from public disclosure pursuant to 10 CFR 2.790.

Y ou stated that the submitted information should be congdered exempt from public disclosure for the
following reasons

1.

We have reviewed your application and the materid in accordance with the requirements of
10 CFR 2.790 and, on the basis of your statements, have determined that the submitted information
may/may not be withheld.

Therefore, we have determined thet the information contained in Items of NRC Form 313 or
the letter from (Licensee’ s name) dated , marked as proprietary, will be withheld from public
disclosure pursuant to 10 CFR 2.790(b)(5) and Section 103(b) of the Atomic Energy Act of 1954, as
amended. Y our request for withholding will be maintained by this Office indefinitely or for aslong as
you continueto hold NRC LicenseNo. _- - G.

Withholding from public inspection will not affect the right, if any, of persons properly and directly
authorized to inspect the documents. If the need arises, we may send copies of this information to our
consultantsworking in thisarea. We will, of course, ensure that the consultants have signed the
appropriate agreements for handling proprietary information.
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APPENDIX D

If the basis for withholding thisinformation from public inpection should change in the future such that
the information could be made available for public ingpection, you should promptly notify NRC. You
should understand that NRC may have cause to review this determination in the future, for example, if
the scope of a Freedom of Information Act request includes your information. In dl review stuations, if
NRC makes a determination adverse to the above, you will be notified in advance of any public
disclosure.

Sincerdy,

[Reviewing Officid]
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APPENDIX D

In order to request that NRC withhold information contained in an application from public disclosure,
the gpplicant must submit the information and application, including an affidavit, in accordance with 10
CFR 2.790. The applicant should submit al of the following:

)

A proprietary copy of theinformation. Brackets should be placed around the material
considered to be proprietary. This copy should be marked as proprietary.

)

A non-proprietary copy of the information. Applicants should white out or black out the
proprietary portions (i.e., those in the brackets), leaving the non-proprietary portions intact.
This copy should not be marked as proprietary.

a a a a

An gfidavit thet:
Is notarized.
Clearly identifies (such as by name or title and date) the document to be withheld.

Clearly identifies the podition of the person executing the affidavit. This person must be an
officer or upper-leve management officia who has been delegated the function of
reviewing the information sought to be withheld and authorized to gpply for withholding on
behdf of the company.

States that the company submitting the information is the owner of the information or is
required, by agreement with the owner of the information, to treat the information as

proprietary.
Provides arationd basisfor holding the information in confidence.

a a aj|a

Q

Fully addresses the following issues:
Isthe information submitted to, and received by, NRC in confidence? Provide details.

To the best of applicant’s knowledge, is the information currently available in public
sources?

Does the gpplicant customarily treet this information, or this type of information, as
confidentid? Explain why.

Would public disclosure of the information be likely to cause substantia harm
to the competitive position of the gpplicant: If o, explain why in detail. The
explanaion should include the vaue of the information to your company, the
amount of effort or money expended in developing the information, and the
ease or difficulty of others to acquire the information.
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APPENDIX E

Licensees mugt provide full information and obtain NRC's prior written consent before transferring
contral of the license; some licensees refer to this as “transferring the license.”  Provide the following
information, excerpted from IN 89-25, Rev. 1, “Unauthorized Transfer of Ownership or Control of

Licensed Activities,” concerning changes of control by the gpplicant (transferor and/or transferee, as
appropriate). If any items are not gpplicable, so state.

1. Thenew name of the licensed organization. If there is no change, the licensee should so0 state.
2. Thenew licensee contact and telephone number(s) to facilitate communications.

3. Any changesin personnd having control over licensed activities (e.g., officers of a corporation)
and any changesin personne named in the license such as radiation safety officer, authorized
users, or any other persons identified in previous license gpplications as responsible for radiation
safety or use of licensed materid. The licensee should indude information concerning the
qudifications, training, and responshilities of new individuas.

4.  Anindication of whether the transferor will remain in non-licensed business without the license.

5. A complete, clear description of the transaction, including any transfer of stocks or assets,
mergers, etc., o that legd counsd is able, when necessary, to differentiate between name
changes and transferring control.

6. A complete description of any planned changes in organization, location, facility, equipment, or
procedures (i.e., changes in operating or emergency procedures).

7. A detalled description of any changesin the use, possession, location, or storage of the licensed
materias.

8.  Any changesin organization, location, facilities, equipment, procedures, or personnel that would
require a license amendment even without transferring control.

9.  Anindication of whether dl surveillance items and records (e.qg., cdibrations, leak tests, surveys,
inventories, and accountability requirements) will be current at the time of trandfer. Provide a
description of the status of al survelllance requirements and records.

10. Confirmation thet al records concerning the safe and effective decommissoning of the facility
(pursuant to 10 CFR 30.35(g), 40.36(f), 70.25(g), and 72.30(d)), public dose, and waste
disposal by relesse to sewers, incineration, radioactive materia spills, and onsite burids, have
been transferred to the new licensee (if licensed activities will continue at the same location) or to
NRC for license terminations.

11. A description of the status of the facility. Specifically, the presence or asence of contamination
should be documented. If contamination is present, will decontamination occur before transfer?
If not, does the successor company agree to assume full liability for the decontamination of the
facility or Ste?
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12.

13.

14.

15.

A description of any decontamination plans, including financid assurance arrangements of the
transferee, as specified in 10 CFR 30.35, 40.36, and 70.25. Include information about how the
trandferee and transferor propose to divide the transferor’ s assets, and responsbility for any
cleanup needed at the time of trandfer.

Confirmation that the transferee agrees to abide by al commitments and representations
previoudy made to NRC by the transferor. These include, but are not limited to maintaining
decommissoning records required by 10 CFR 30.35(g), implementing decontamination activities
and decommissioning of the site, and completing corrective actions for open ingpection items and
enforcement actions.

With regard to contamination of facilities and equipment, the transferee should confirm, in writing,
that it accepts full liability for the Ste, and should provide evidence of adequate resources to fund
decommissoning; or the transferor should provide a commitment to decontaminate the facility
before transferring control.

With regard to open ingpection items, etc., the transferee should confirm, in writing, thet it accepts
full respongbility for open ingpection items and/or any resulting enforcement actions; or the
transferee proposes dternative measures for meeting the requirements; or the transferor provides
acommitment to close out al such actionswith NRC before license trandfer.

Documentation that the transferor and transferee agree to transferring control of the licensed
materid and activity, and the conditions of transfer; and the transferee is made aware of al open
ingpection items and its respongibility for possible resulting enforcement actions.

A commitment by the transferee to abide by al congtraints, conditions, requirements,
representations, and commitments identified in the exigting license. If nat, the transferee must
provide a description of its program to ensure compliance with the license and regulations.
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Appendix F

Review Checklist for General
Distribution License Application:
Certain Measuring, Gauging, or
Controlling Devices (10 CFR 32.51)






APPENDIX F
ITEM 1: ACTION TYPE

ACTION TYPE: ADMINISTRATIVE REVIEW:
a New a Current Guidance Used
a Amendment a References in Application Based on Current Regulations
0 Renewal 0 All Attachments Referenced Included
a Signature on Application

ITEM 2. LEGAL IDENTITY
NAME:

ITEMS2AND 3: ADDRESS

LOCATION OF DISTRIBUTION MAILING ADDRESS:
ADDRESS:

ITEM 4: PERSON TO BE CONTACTED ABOUT THISAPPLICATION
CONTACT PERSON:

TELEPHONE NUMBER:

ITEMS5AND 6: MATERIAL TO BE DISTRIBUTED

[tem I sotope Mfg/ Maximum Purpose of | SSD Registry
Model | Quantity per Device Number
No. Device
List asstated in
application
Defined in SSD registry yes/no yes/no yesno yes/no yes/no

certificate for a generally
licensed device?

ITEMS7,8,9 AND 11: NOT APPLICABLE

ITEM 10: RADIATION SAFETY PROGRAM

Issue Suggested Response Provided?
Yes/No
Transfer Reports “We will provide quarterly transfer reports in accordance
with 10 CFR 32.52(a) and (b)”
Recor dkeeping “We will maintain records in accordance with
10 CFR 32.52(c)"

F1 NUREG-1556, Val. 16



Information to
Customers

“We will provide the appropriate information to customersin
accordance with 10 CFR 32.51a (a) and (b)”




Appendix G

Review Checklist for General
Distribution License Application:
Luminous Safety Devices for Use In
Aircraft (10 CFR 32.53)






APPENDIX G

ITEM 1. ACTION TYPE
ACTION TYPE: ADMINISTRATIVE REVIEW:
O New a Current Guidance Used
a Amendment a References in Application Based on Current Regulations
O Renewal m) All Attachments Referenced Included
a Signature on Application
ITEM 2. LEGAL IDENTITY

NAME:

ITEMS2 AND 3: ADDRESS

ADDRESS:

LOCATION OF DISTRIBUTION

MAILING ADDRESS:

ITEM 4: PERSON TO BE CONTACTED ABOUT THISAPPLICATION

CONTACT PERSON:

TELEPHONE NUMBER

ITEMS5AND 6: MATERIAL TO BE DISTRIBUTED

Item | sotope Mfg/ Maximum | Purpose of SSD
Model No. Quantity Device Registry
Per Device Number
List as Stated in
Application
Defined in SSD yes/no yes/no yes/no yes/no yes/no
Registry Certificate for
a Generally Licensed
Device?
ITEMS7, 8,9, AND 11: NOT APPLICABLE
ITEM 10: RADIATION SAFETY PROGRAM
Issue Suggested Response Provided?
Yes/No

Transfer Reports

“We will provide annual transfer reports in accordance with

10 CFR 32.56”

G1
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Appendix H

Review Checklist for General
Distribution License Application:
Americium-241 in the Form of
Calibration or Reference Sources
(10 CFR 32.57)






APPENDIX H
ITEM 1. ACTION TYPE

ACTION TYPE: ADMINISTRATIVE REVIEW:
O New a Current Guidance Used
a Amendment a References in Application Based on Current Regulations
0 Renewal m) All Attachments Referenced Included
a Signature on Application

ITEM 2: LEGAL IDENTITY
NAME:

ITEMS2 AND 3: ADDRESS

LOCATION OF DISTRIBUTION MAILING ADDRESS:
ADDRESS:

ITEM 4: PERSON TO BE CONTACTED ABOUT THISAPPLICATION
CONTACT PERSON:

TELEPHONE NUMBER:

ITEMS5AND 6: MATERIAL TO BE DISTRIBUTED

[tem | sotope Maximum Purpose of the Source
Quantity per
Source
List as Stated in
Application
Defined in 10 CFR AM-241 <5 microcuries Digtribution for use under a GL of
32.57? 10 CFR 31.8 (in calibration or
reference sources)
yes/no yes/no yes/no

ITEMS7,8,9, AND 11: NOT APPLICABLE
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APPENDIX H
ITEM 10: RADIATION SAFETY PROGRAM

Issue Suggested Response

Provided?
Yes/No

Labeling Submit an actual label that contains sufficient information relative
(10 CFR 32.58) |to safe use and storage of the source and a statement, or a
subgtantiadly smilar statement, with the following:

“The receipt, possession, use, and transfer of this source, Model

, Serial No.___, are subject to a general license and the
regulations of the United States Nuclear Regulatory Commission
or of a State with which the Commission has entered into an
agreement for the exercise of regulatory authority. Do not
remove this labdl.

CAUTION - RADIOACTIVE MATERIAL - THIS SOURCE
CONTAINS AMERICIUM-241.

DO NOT TOUCH RADIOACTIVE PORTION OF THIS
SOURCE.

(Name of manufacturer or initia transferor)”
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Appendix |

Review Checklist for General
Distribution License Application:
Strontium-90 in Ice Detection Devices
(10 CFR 32.61)






ITEM 1: ACTION TYPE

APPENDIX |

ACTION TYPE:
) New

) Amendment
m) Renewad

ADMINISTRATIVE REVIEW:

Quoaa

Current Guidance Used

References in Application Based On Current Regulations

All Attachments Referenced | ncluded
Signature on Application

ITEM 2: LEGAL IDENTITY

NAME:

ITEMS2 AND 3: ADDRESS

ADDRESS:

LOCATION OF DISTRIBUTION

MAILING ADDRESS:

ITEM 4: PERSON TO BE CONTACTED ABOUT THISAPPLICATION

CONTACT PERSON:

TELEPHONE NUMBER:

ITEMS5AND 6: MATERIAL TO BE DISTRIBUTED

[tem | sotope Mfg/ Maximum Pur pose of SSD
Model No. | Quantity per Device Registry
Device Number

List as Stated in

Application

Defined in SSD yes/no yes/no yes/no yes/no yes/no

Registry Certificate for

a Generally Licensed

Device?

ITEMS7-11: NOT APPLICABLE
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Appendix J

Review Checklist for General
Distribution License Application:
Certain In Vitro Clinical or Laboratory
Testing (10 CFR 32.71)






ITEM 1: ACTION TYPE

APPENDIX J

ACTION TYPE:
) New

) Amendment
m) Renewal

ADMI

aaaa

NISTRATIVE REVIEW:

Current Guidance Used

References in Application Based on Current Regulations
All Attachments Referenced Included

Signature on Application

ITEM 2: LEGAL IDENTITY

NAME:

ITEMS2 AND 3: ADDRESS

ADDRESS:

LOCATION OF DISTRIBUTION

MAILING ADDRESS:

ITEM 4: PERSON TO BE CONTACTED ABOUT THISAPPLICATION

CONTACT PERSON:

TELEPHONE NUMBER:

ITEMS5AND 6: MATERIAL TO BE DISTRIBUTED

Item | sotope Maximum Quantity Per Purpose of The
Prepackaged Unit Prepackaged Unit
List as Stated in
Application
Defined in [-125 <10 microcuries Distribution for use under
10 CFR 32.71? [-131 <10 microcuries aGL of 100 CFR 31.11
C-14 <10 microcuries (invitro test kits for non-
H-3 <50 microcuries human/non-animal use
Fe-59 <20 microcuries only)
Se-75 <10 microcuries
MOCK [-125 <0.05 microcuries [-129 and
< 0.005 microcuries Am-241
yes/no yes/no yes/no

ITEMS7,8,9, AND 11: NOT APPLICABLE

J1
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ITEM 10: RADIATION SAFETY PROGRAM

Issue

Suggested Response

Provided?
Yes/No

Labeling
(10 CFR 32.71(c))

Submit an actua package labdl that contains the following:

» Theradionuclide and chemical form;

o A statement that the radioactivity does not exceed the
limit indicated above for each radionuclide;

» TheRadiation Caution Symbol Described in
10 CFR 20.1901(a); and

» TheWords, “Caution - Radioactive Materid,” and “Not
for Interna or Externa Use in Humans or Animas;”

L abel/leaflet
(10 CFR 32.71(d))

Submit an actual package label (or leaflet/brochure to
accompany package) that contains a statement, or a
substantially smilar statement with the following:

“The radioactive material may be received, acquired,
possessed, and used only by physicians, veterinariansin the
practice of veterinary medicine, clinical |aboratories or
hospitals and only for in vitro clinical or laboratory tests
not involving internal or external administration of the
materia, or the radiation therefrom, to human beings or
animals. Itsreceipt, acquisition, possession, use and
transfer are subject to the regulations and a general license
of the U.S. Nuclear Regulatory Commission or of a State
with which the Commission has entered into an agreement
for the exercise of regulatory authority. (Name of
Manufacturer)”

L abel/leaflet
(10 CFR 32.71(¢))

Submit an actual package label (or leaflet/brochure to
accompany package) that contains the precautions to be
observed in handling and storing such byproduct material.

L abel/leaflet

(10 CFR 32.71(€)) -
for Mock 1-125
Kits

Submit an actual package label (or leaflet/brochure to
accompany package) that contains directions on disposing
of waste in accordance with 10 CFR 20.2001.
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Appendix K

Guidance for 10 CFR 31.5 General
Licensees (Q&AS)






APPENDIX K
1. Whatisagenerally licensed (GL) device?

Generdly licensed (GL) devices contain radioactive materia and are typicaly used to detect,
measure, or control the dengty, level, or chemica composition of variousitems. Examples of
such devices are gas chromatographs, density gauges, fill-level gauges, and static eimination
devices. One of the more widely used devices are sdf-luminous exit Sgns.

Fill Level Gauge Insertion Gauge

Transmission Gauge Density Gauge

1556-027appt
060500

FigureK.1 Fixed Gauges. Certain fixed nuclear gauges may be possessed and used under the
general licensein 10 CFR 31.5.

1556-068. ppt
092000

Figure K.2 Gas Chromatograph Unit. Certain gas chromatograph units (detector cells) used
for analysis of chemical composition can be possessed under the general licensein 10 CFR 31.5.
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1556-069. ppt
092000

Figure K.3 Sdf-Luminous Exit Sign. Certain self-luminous, tritium exit signs can be possessed
under 10 CFR 31.5 (typical devicesinitially contain 25 curies of tritium per sign).

2. What isa 10 CFR 31.5 general licensee?

A generd licenseeis a company or person who uses or soresa GL device. The deviceis
obtained through an authorized transfer from the device manufacturer/distributor or by a change
of company ownership whereby the device remainsin use a a particular location. 1f you have
recelved a device through unauthorized means, contact your regulatory authority immediately
(see Question 14).

3.  What isNRC registration of generally licensed devices?

NRC requiresthat certain devices authorized in 10 CFR 31.5 be registered each year.
Regidration of the device depends upon the type and quantity of radioactive materid in the
device (see Question 4). Regidration involves completing NRC Form 664, “Generd Licensee
Regidration,” and submitting it to NRC (see Questions 4 and 6).

4. Which GL devicesaresubject to NRC registration?

Devices that are subject to NRC registration are devices used and/or stored in NRC jurisdiction
that contain, at the time of manufacture, at least 370 megabecquerdls (MBQ) (10 millicuries
(mCi)) of cesum-137, 3.7 MBq (0.1 mCi) of strontium-90, or 37 MBqg (1 mCi) of cobalt-60,
americium-241, curium-244, or any transuranic isotope, i.e., eement with atomic number greater
than uranium (92).

Tritium exit Signs and gas chromatographs are not subject to registration.

NRC regidtration is not required for agenerd licensee usng adevice in NRC jurisdiction for less
than 180 daysin any cdendar year.

See Quedtion 14 for aligting of states where NRC has jurisdiction (non-Agreement States), as
well asaliging of states where NRC has given the sate the authority for regulating use of
radioactive materid (Agreement States).

5. Howdol know if | havea GL device?

If you have a device as described in Question 1 above, look &t the device for any and dl labels.

NUREG - 1556, Val. 16 K-2



APPENDIX K
GL devices should have labels containing such words as

“Caution-Radioactive Materid”; “The receipt, possession, use, and transfer of the device
are subject to agenerd license”; OR identification of the radioactive materid, such as“5
millicuries of cesum-137" or “1 mCi of Am-241.”

Also, review any paperwork (such as manuals or brochures) that you received with the device.
It can provide you with information on the radioactivity contained within the device and whether
or not the device is subject to NRC regulations. If you are still unsure, contact the manufacturer
or digtributor of the device for help. If the manufacturer is not available, contact NRC (see
Question 14).

Possession or use of Smilar devices may require a specific license. Manufacturers or distributors
cannot transfer specifically licensed devices to customers who do not have a specific license to
possess such adevice. The customer should apply to NRC or the appropriate Agreement State
for such alicense,

6. Howdol know if I havea GL devicethat is subject to registration?

The device manufacturer should be able to answer questions regarding the registration of any
devices you have purchased. However, you could look at the identification of the radioisotope
and quantity of radioactive materid listed on alabe on the device. If the device contains at least
370 megabecquerds (MBQ) (10 millicuries (mCi)) of cesum-137, 3.7 MBq (0.1 mCi) of
strontium-90, 37 MBq (1 mCi) of cobalt-60, 37 MBq (1 mCi) of americium-241, 37 MBq (1
mCi) of curium-244 or any other transuranic, then it is subject to registration by NRC. NRC will
contact you when registration is required.

7. What aretherequirementsfor a GL device?

GL devices used within NRC jurisdiction are subject to the NRC regulationslisged in 10 CFR
31.5. Generd licensees are required to gppoint aresponsible individua who will know about the
requirements and have the authority to carry out the necessary duties to comply with the
regulatory requirements. These requirements are summarized in the following four tables:

Routine Maintenance

Maintain labds.

Comply with the instructions and precautions provided on the labels, including any referenced
documents such as operating and service manuals.

If required, perform lesk tests every six months in accordance with manufacturer’ s ingtructions (unless
in storage or otherwise indicated on the labdl), and maintain this record for three years.

If required, perform shutter tests every six months in accordance with manufacturer’ s ingructions
(unlessin storage or otherwise indicated on the [abdl), and maintain this record for three years.
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Requirements if the Device Becomes Damaged or Fails a Shutter or Leak Test

Suspend operation of the device.

Have the device repaired or properly disposed of by the manufacturer or distributor.

Provide to NRC, within 30 days, a brief description of the event and remedia actions taken. If
contamination is measured as greater than 185 Bq (0.005 microcuries) or islikely to have resulted
from the event, develop and submit a plan to NRC for ensuring that the premises and environs are
acceptable for unrestricted use.

Additional Actions to be Taken in the Case of Significant Damage to the Device

Immediately secure the area and keep people away from the device until the Situation is assessed and
radiation levels are known. If equipment isinvolved, isolateit until it is determined thereisno
contamination present. Perform first aid for any injured individuas but remove them from the area
only when medicdly safe to do so.

Arrange for aradiation survey to be conducted as soon as possible by a knowledgeable person using
an gppropriate radiation detector (survey meter). This person could be a representative of a
manufacturer or distributor, aloca emergency responder, a consultant, or a licensee employee using
aradiation survey meter. To accurately assess the radiation hazard, it is essentia that the person
performing the survey be competent in the use of aradiation survey meter.

In addition to any required natification of NRC, you may report any incident to NRC by calling
NRC's Emergency Operations Center at (301) 816-5100, which is staffed 24 hours a day and
accepts collect calls. Loca authorities may aso be able to provide assistance.

Reporting Requirements (Applicable to All 10 CFR 31.5 General Licensees)

Type of Report Contents of Report Frequency Send to
Transfer, or disposal I dentification of device by Within 30 days of Director of NMSS,
manufacturer’s (or initial transferor’s) |transfer, disposal, Attn: GLTS, U.S. NRC,
name, model number and serial or export. Washington, DC 20555-
number; name, address and license 0001
number of recipient; and date of
transfer.
Transfer report for Manufacturer’s (or initial transferor’s) | Within 30 days of Director of NMSS,
change of ownership name, model number and serial transfer. Attn: GLTS, U.S. NRC,
(wheredeviceremainsin [number; name and address of the Woashington, DC 20555-
use at a particular transferee; and name, title and phone 0001
location) number of the responsible individual
of the transferee.
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Type of Report Contents of Report Frequency Send to
Report if device Brief description of the event and Within 30 days of Director of NMSS,
becomes damaged or remedial actionstaken and aplan (if occurrence. Attn: GLTS, U.S. NRC,

fails ashutter or leak
test

contamination is measured or likely)
for ensuring that the premises and
environs are acceptable for
unrestricted use.

Washington, DC 20555-
0001

Report name change of
licensee

New name of general licensee.

Within 30 days of
occurrence.

Director of NMSS,

Attn: GLTS, U.S.NRC,
Woashington, DC 20555-
0001

Report of change of
mailing address of the
location of use (Note:
In the case of portable
devices, thisonly
appliesto the mailing
address of the device's
primary place of
storage.)

New mailing address where deviceis
used or stored.

Within 30 days
after moving the
device.

Director of NMSS,

Attn: GLTS, U.S. NRC,
Washington, DC 20555-
0001

Report of incidents or
lost or stolen devices

The following information:

(A) Description of the radioactive
material;

(B) Description of the
circumstances under which the
loss or theft occurred;

(C) Disposition of the radioactive

materid;

(D) Radiation exposure to
individuals,

(B Actionstaken to recover the
materid;

(F) Actionstaken to prevent
recurrence.

Telephone report
within 30 days of
occurrence; written
report within

30 days of the
telephone report.

Administrator of the
appropriate NRC
Regional Office

K-5

NUREG-1556, Val. 16




APPENDIX K
Additional Reporting Requirements for GL Devices Subject to Registration

Type of Report Contents of Report Frequency Send to
Registration The following information and any other Annual Director of NMSS,
information specifically requested by NRC: Attn: GLTS,
. . USNRC,
(A) Nameand mailing address; Washington, DC
(B) Information about each device: the 20555-0001, or as
manufacturer or initial transferor, model otherwise indicated
number, serial number, radioisotope, in the request for
and activity; registration
(C) Name, title, and telephone number of
the responsible individual;
(D) Addresswherethe device(s) isused
and/or stored;
(B Certification that the information
concerning the device(s) has been
verified through a physical inventory
and checking of the label;
(F) Certification by theresponsible
individual that he/sheis aware of the
requirements of the general license.
Note: Thisinformation should be submitted
using NRC Form 664.
Bankruptcy Notification of avoluntary or involuntary Immediately Administrator of
petition for bankruptcy under any chapter of | following the the appropriate
Title 11 (Bankruptcy) of the U.S. Code. filing of a NRC Regional
voluntary or Office
involuntary
petition for
bankruptcy.

8. Can | relocate my device(s) from onelocation to another ?

Some GL devices have been gpproved for ingtdlation and relocation by the generd licensee;
however, this does not gpply to al GL devices. Y ou should contact the manufacturer or
digtributor to determine if your device(s) has been gpproved for reocation/ingdlation by the
generd licensee.

9. Istherereciprocity for GL devices?

No, thereis no reciprocity provision gpplicable to generd licensees. If agenerd licensee obtains
adevicein an Agreement State and wishes to use the device within NRC' sjurisdiction, it must
do so under 10 CFR 31.5. Inthiscase, the generd licensein 10 CFR 31.5 gpplies automaticaly
without gpplication for license or other permission aslong as the device has been manufactured
and distributed appropriately. The generd licensee is subject to the provisons of 10 CFR 31.5.
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10.

11.

12.

13.

14.

APPENDIX K

However, NRC regidration is not required for agenerd licensee usng adevicein NRC
jurisdiction for less than 180 daysin any caendar year.

The generd licensein 10 CFR 31.5 only applieswithin NRC' s jurisdiction. Generd licensees
intending to move from one jurisdiction to another should contact the applicable regulatory
authority, NRC, or the particular Agreement State before moving to determine the gpplicable
regulationsin their jurisdictions. All jurisdictions do not have a comparable generd license, and
Specific provisons of the genera license may vary among jurisdictions.

| am an Agreement State general licensee. Does NRC allow meto use my GL device
at temporary job steswithin NRC jurisdiction?

Yes. For portable devices, such as devices used for demonstration purposes, which may be
trangported from an Agreement State to NRC jurisdiction, use of the devicein NRC jurisdiction
is permitted as long as the generd licensee follows the requirements of 10 CFR 31.5.

Would an Agreement State allow meto use my GL device at temporary job siteswithin
that Agreement State’ sjurisdiction?

For portable devices that may be transported from one Agreement State to another, or from
NRC jurisdiction to an Agreement State, use of the device comes under the regulations of the
Agreement State where the device isbeing used. Be sure to know the requirements in the area
where you are using the device by contacting the particular Agreement State. Some Agreement
States currently require that the device be registered or specifically licensed before it can be used
in that State.

How can | get rid of a GL device?

GL devices can only be transferred (for disposa or to obtain a replacement device) to: (1) a
person holding a specific license under 10 CFR Parts 30 and 32 or equivaent Agreement State
regulations, such asthe device manufacturer; or (2) aperson holding a specific license that
authorizes waste collection, such as awaste broker.

In the case of achange of ownership where a GL device remainsin use a a particular location,
the new owner will be the new generd licensee. The sdler must provide copies of 10 CFR
30.51, 31.2, 31.5, 20.2201, and 20.2202, and any safety documents identified in the device
labd to the new generd licensee.

Can | keep adevicethat | am not using?

GL devices not in use can only be stored for two years. After two years, the device must be
properly trandferred. During this period of non-use, the shutter must be locked in the closed
position. Devices kept in standby for future use are excluded from the two-year time limit if the
generd licensee performs a quarterly physica inventory of the device while it isin sandby.

Who can answer additional questions?
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Cdl the device manufacturer, who should be adleto assst you. If the manufacturer is no longer
in business, or you cannot contact the manufacturer, cal the gppropriate NRC Regiond Office or
Agreement State for assstance. Phone numbers for the NRC Regiond Offices are listed below.

Note that states where NRC has jurisdiction are called non-Agreement States. States where
NRC has given the state the authority to regulate use of radioactive materid are cdled
Agreement States.

Locations of NRC Offices and Agreement States
Region IV

WA MT

Region Il
61 Forsyth Street, SW, Suite 23T85
Atlanta, GA 30303

404-562-4400, 1-800-577-8510
® Regional Office [[§ Headquarters .
Region 1l
O 32 Agreement States Headquarters 801 Warrenville Road
(approx. 21,550 specific licensees) Washington, D.C. 20555-0001 Lisle, IL 60532-4351
O] 19 Non-Agreement States 301-415-7000, 1-800-368-5642 630-829-9500, 1-800-522-3025
(approx. 6,750 specific licensees) Region | Region IV
Note: Alaska, Hawaii, and Guam are 475 Allendale Road 611 Ryan Plaza Drive, Suite 400
included in Region IV; Puerto Rico and King of Prussia, PA 19406-1415 Arlington, TX 76011-8064
Virgin Islands in Region Il 610-337-5000, 1-800-432-1156  817-860-8100, 1-800-952-9677

1556-001c.ppt
110700

FigureK.4 U.S. Map.

15. What other requirements apply?

Persons who possess devices listed in 10 CFR 31.5 are exempt from the requirements of Parts
19, 20, and 21, with the exception of the provisonsin 10 CFR 20.2201 and 20.2202. They are
subject to the following sections of 10 CFR Part 30: 30.1 through 30.10, 30.14(d), 30.34 (a) to
(e), 30.41, 30.50 to 30.53, and 30.61 to 30.63.

16. My company has a specific license for use of radioactive material and also has
generally licensed devices. Do | haveto include these devices on my inventory of
radioactive materials?
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No, you do not have to include GL devices on your inventory that is required by your specific
license. However, many companies have chosen to keep track of their devices through periodic
inventory dong with their specificdly licensed materid.
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Guidance on Self-Luminous EXxits
(Q&AS)






APPENDIX L
What isa sdf-luminous exit sign?

A f-luminous exit sgn isanon-dectrica product that uses radioactive tritium gas to produce
light. Specificdly, the Sgns contain light sources that consst of glass tubes, internally coated with
phosphor, and filled with tritium gas. Tritium (H-3) is an isotope of hydrogen that emits low-
energy betaradiation in the form of eectrons. These dectrons excite the phosphor, causing the
glass tubes to continuoudy emit light.

A sf-luminous sgnisagenerdly licensed (GL) device because it contains radioactive materid.

EXIT

1556-069. ppt
092000

FigureL.1 Sdf-Luminous Exit Sign. Certain self-luminous, tritium exit signs can be possessed
under 10 CFR 31.5 (typical devicesinitially contain 25 curies of tritium per sign).

2.

Do | need to obtain or apply for alicenseto use a self-luminous exit sign?

No. Sdf-luminous exit Sgns are generaly licensed by NRC. Any company, indtitution, or
individua conducting business can use sdf-luminous exit Sgns without a pecific license from
NRC. The companies, ingitutions, or individuas do not have to gpply for alicense; they are
autometicaly considered “ generd licensees’ of NRC and must follow the NRC requirements for
use of thesgns. NRC maintains a database of owners and the locations of the salf-luminous exit
sgns.

The didributors of saf-luminous exit Sgns are, however, specificaly licensed by NRC. They
provide information to NRC to maintain the database of sdlf-luminous exit Sgns owners.

What isa 10 CFR 31.5 “general licensee”?

Any company, ingtitution, or person conducting business who uses, stores, or possesses a s f-
luminous exit Sgn acquired in an authorized manner isagenerd licensee.

What arethe obligations of a general licensee?

Asagenerd licensee usng a sdf-luminous exit Sgn, you must gppoint an individua responsible
for fulfilling the regulatory requirementslisted in 10 CFR 31.5. In generd, these requirements
are

» You cannot remove the labding or radioactive symbol on the sgn.
» You cannot abandon a sdf-luminous exit sign.

» You must properly dispose of a slf-luminous exit sign by transferring it to a manufacturer or
radioactive waste broker specifically licensed by NRC or an Agreement State.
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« Any logt, stolen or broken sign(s) must be reported to NRC.

» You cannot give away or sdl the self-luminous exit Sgn to another individua, company, or

indtitution unless the device isto remain in use a a particular location; for example in atransfer
of ownership of abuilding. Inthis case, you are obligated to pass on a copy of the regulatory
requirements to the new generd licensee and you must notify NRC.

» You must inform NRC of a company name change or change of address.

» You are required to make certain reports. These reports are summarized in the following

table.

Reporting Requirements

Typeof Report

Contentsof Report

Frequency

Send to

Disposal or transfer report

I dentification of device by
manufacturer’s (or initial
transferor’s) name, model
number, and serial number;
name, address, and license
number of recipient; and date of
transfer.

Within 30 days of
transfer, or disposal.

Director of NMSS,
Attn: GLTS, U.S. NRC,
Washington, DC
20555-0001

Transfer report for change
of ownership (where
deviceremainsin use at a
particular location)

Manufacturer’s (or initial
transferor’s) name, model
number, and serial number;
name and address of the
transferee; and name, title, and
phone number of the
responsible individual of the
transferee.

Within 30 days of
transfer.

Director of NMSS,
Attn; GLTS, U.S.NRC,
Washington, DC
20555-0001

Report if device becomes
damaged

Brief description of the event
and remedial actions taken.

Within 30 days of
occurrence.

Director of NMSS,
Attn: GLTS, U.S. NRC,
Washington, DC
20555-0001

Report name change of
licensee

New name of general licensee.

Within 30 days of
occurrence.

Director of NMSS,
Attn: GLTS, U.S. NRC,
Washington, DC
20555-0001

Report change of address

New mailing address where
deviceisused or stored.

Within 30 days after
moving the device.

Director of NMSS,
Attn: GLTS, U.S. NRC,
Washington, DC
20555-0001

NUREG - 1556, Val. 16
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Type of Report Contentsof Report Frequency Send to
Report of incidentsor lost | The following information: Telephone report Administrator of the
or stolen devices e within 30 days of appropriate NRC Regional
(A) Description of the occurrence; written | Office
redioactive material; report within 30 days
(8) Description of the of the telephone
circumstances under report.
which theloss or theft
occurred;

(C) Disposition of the
radioactive material;

(D) Radiation exposureto
individuals;

(E) Actionstaken to recover
the materidl;

(F) Actionstaken to prevent
recurrence.

5.  Howdol identify a self-luminous exit sgn?

All Sdf-luminous Exit Signs are required to have a permanent labd affixed to the sign that
identifies it as containing radioactive material. The labd will contain the words “ Caution —
Radioactive Materid” and may dso include the radiation symbol.

1556066ppt
072800

In addition, the label will include the name of the manufacturer (or initid transferor), the product
model number, the serid number, and the quantity of tritium contained.

6. Howcanl tdlif it isworking?

Because sdf-luminous exit sgnswill not gppear to be lit in ambient light conditions, they must be
viewed in darkness to evauate their performance. When viewed in the dark, al letters should be
vishle. If theletters are dearly legible and uniformly lit, the Sign is functioning properly.

If the luminance gppears to be uniformly low, check the UL label to determine the expiration date
of the dgn. If the 9gn has passed its expiration date, it no longer meets the luminance
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requirements of the applicable fire or building code. Contact the manufacturer for replacement
and disposd information.

If any letter(s) or part(s) of letters are not lit when viewed in the dark, the ign is not functioning
properly. This may mean that the Sign has been damaged and that one or more of the interna
light sources has been damaged. In thisinstance, contact the manufacturer immediately for return
ingructions.

7.  What should | doif asignisbroken or damaged?

Mogt signsthat are broken do not cause arelease of tritium. If asign is excessively damaged,
the tritium gas could be reeased and would dilute rapidly inthe air. Keep in mind that for thisto
occur, the outer frame and inner protective housing would aso have to be damaged. The area
should be evacuated and ventilated to avoid unnecessary exposure to the radioactive material.
The materia does not pose any immediate hedth hazard to workers at the location or members
of the public. However, the sign would be expected to have rdaively high levels of tritium on it
and should be properly handled. Do not move the Sign into other areas to avoid spreading
contamination prior to disposdl.

Contact the manufacturer for directions on proper handling of the damaged sign, aswel as
proper shipping and digposd. If you do not know who the manufacturer is, carefully look on the
ggn itsdf for the name and phone number of the manufacturer. If you iill cannot identify a
manufacturer, cal NRC to request assstance in dedling with the broken sgn.

Typicdly, manufacturers will advise a procedure such as the following: Wear rubber gloves and
eye protection sSince you may come in contact with broken glass and/or radioactive material.
Wipe the entire surface of the sign with a paper towe. Wrap the sign, paper towd, and glovesin
aplastic bag (i.e., garbage bag) and tape it closed. Wash your hands with soap and water.
Wrap the sign a second time in a plagtic bag (i.e., garbage bag) and tape it closed. Wash your
hands with sogp and water. Place each sign in asturdy carton. Use filler materidsto assure a
tight, rattle-free fit. Tape the sedl flaps and seams. Labd the carton: “RADIOACTIVE”.
Place this package into a second sturdy cardboard carton and include a piece of paper with the
falowing words. “ This package conformsto the conditions and limitations specified in 49
CFR 173.424 for radioactive material, excepted package-instrumentsor articles,
UN2910.” Usefiller materids to assure atight fit. Tape the sedl flgps and seams. DO NOT
label this outer carton “RADIOACTIVE.” Before shipping, contact the manufacturer whose
name appeared on the sign label. Make areport to NRC (see the table of reporting
requirements in Question 4).

8.  Can broken sgns contaminate buildings and require cleanup?

Yes. If thesgnis severdy damaged and mishandled, the contamination can be spread
throughout aroom, or building - wherever the Sgn traveled. If contamination occurs, appropriate
cleanup is required by a person specificaly authorized by NRC for this activity. Keegpin mind
that for thisto occur, the outer frame and inner protective housing would have to be damaged
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and the 9gn mishandled. To avoid spreading contamination, follow the indructionsin the
previous question.

Do | need alicenseto sell self-luminous exit signs?

It depends on whether or not the exit Sgns are ocked for sde. If you intend to maintain an
inventory of exit Sgnsfor sde to customers, you must obtain a specific NRC license for
digtribution. 'Y ou do not need alicenseif you sdll ggnsto individud customers and obtain the
sgns through a specificdly licensed digtributor. Y ou must provide this distributor with the
customer’ s name, address, and the name of the responsible individua (see Question 4) prior to
shipment.

Can | throw a sdf-luminous exit sign in thetrash?

No. Itisunlawful to abandon or dispose of sdf-luminous exit Sgns except by transfer to a
manufacturer or other person specificaly licensed by NRC. Most manufacturers will accept the
return of any sdf-luminous exit Sgns.

It isimportant that these signs be properly disposed of and that they not be abandoned because
they can end up damaged. They can adso end up in the hands of individuas who do not know
that they are radioactive and may inadvertently contaminate themsdlves.

Can | giveaway or sell a self-luminous exit sign to someone else?

No, you cannot transfer the Sign to someone else. The only exception is when the Sgn remainsin
use a aparticular location, such aswhen abuilding issold. In the specific case of a change of
ownership with aGL device remaining in use a a particular location, the new owner will become
the new genera licensee. Y ou are then obligated to provide a copy of the regulatory
requirements to the new generd licensee, and you must notify NRC.

My company has a specific license for use of radioactive material and also has self-
luminous exit Signs. Do | haveto includethe signsin my inventory of radioactive
materials?

No, you do not have to include these Signs in the inventory that is required by your specific
license. However, many companies have chosen to keep track of their sgns through periodic
inventory, aong with their specificaly licensed materid.

Towhom can | go with additional questions?

Cdll the product manufacturer, who should be able to assst you. You may dso cal the
appropriate NRC Regiona Office or Agreement State for assistance. The phone numbers for
the NRC Regiona Offices are listed below.
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Locations of NRC Offices and Agreement States
Region IV

Region Il

61 Forsyth Street, SW, Suite 23785
Atlanta, GA 30303

404-562-4400, 1-800-577-8510

Region I \

® Regional Office [[§ Headquarters

Region Il
I 32 Agreement States Headquarters 801 Warrenville Road
(approx. 21,550 specific licensees) Washington, D.C. 20555-0001 Lisle, IL 60532-4351

7] 19 Non-Agreement States 301-415-7000, 1-800-368-5642 630-829-9500, 1-800-522-3025

(approx. 6,750 specific licensees) Region | Region IV
475 Allendale Road 611 Ryan Plaza Drive, Suite 400
King of Prussia, PA 19406-1415 Arlington, TX 76011-8064

610-337-5000, 1-800-432-1156  817-860-8100, 1-800-952-9677

1556-001c.ppt
110700

Note: Alaska, Hawaii, and Guam are
included in Region IV; Puerto Rico and
Virgin Islands in Region Il

14. What other requirementsapply?

Persons who possess devices listed in 10 CFR 31.5 are exempt from the requirements of Parts
19, 20, and 21, with the exception of the provisionsin 10 CFR 20.2201 and 20.2202. They are
subject to the following sections of 10 CFR Part 30: 30.1 through 30.10, 30.14(d), 30.34 (a) to
(e), 30.41, 30.50 to 30.53, and 30.61 to 30.63.
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o\ﬁ_gﬂ REGy,

UNITED STATES

NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555-0001

TO: All Organizations Who Have Devices Containing Radioactive Material

SUBJECT: REGISTRATION OF GENERALLY LICENSED DEVICES

The U.S. Nuclear Regulatory Commission (NRC) is starting a registration program for certain devices
possessed under the general license issued in section 31.5 of Title 10 U.S. Code of Federal
Regulations (10 CFR). Devices subject to registration include those containing at least one of the
following radionuclides in an amount equal to or greater than the indicated quantity at the time of

manufacture:

- 3.7 megabecquerel (0.1 millicurie) of strontium-90

- 37 megabecquerel (1 millicurie) of cobalt-60

. 37 megabecquerel (1 millicurie) of any transuranic element, [i.e., atomic number greater than
uranium (92), including americium-241, curium-244, plutonium-238, plutonium-239, and
californium-252]

« 370 megabecquerel (10 millicurie) of cesium-137

You are receiving this notice because NRC records indicate that you have one or more such devices.

See the attached instructions for more details. Information about this program was sent to you and
published in the Federal Register on July 26 and August 4, 1999 (64 FR 40295 and 64 FR 42269).

Please note that under 10 CFR 31.5(c)(11), the attached General Licensee Registration Form must
be completed, signed, and returned to the NRC within 45 days from the date of this letter. Please
mail the completed form using the enclosed return envelope to:

DIRECTOR OF NUCLEAR MATERIAL SAFETY AND SAFEGUARDS
ATTN: GLTS

U S NUCLEAR REGULATORY COMMISSION

WASHINGTON DC 20555-0001

No fee is required for registration at this time. You will be notified if fees are required in the future.

Questions may be directed to the address above, or by telephone to 301-415-7138.

Attachment: NRC Form 664, "General Licensee Registration”
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INSTRUCTIONS FOR COMPLETING NRC FORM 664, "GENERAL LICENSEE REGISTRATION"

Complete all six sections included in this registration form. If any of the information is incorrect or missing, provide the corrections in the
applicable boxes. If you have more devices than the form allows you to report, make photocopies of the form as necessary. Use black ink
and print using CAPITAL LETTERS. Start information in the first box provided. If the information contains a number which contains a dash
(-) or a decimal point (.), include the dash or decimal point as an individual character

Verify information about the devices by reviewing the label on the outside of the device. For safety reasons, DO NOT TRY TO TAKE
APART any device to verify this information. if you are uncertain how to identify the labeling of the device, contact the manufacturer or an
authorized service agent of the device for this information. Also contact the manufacturer for any additional information about NRC
requirements. You may also review 10 CFR 31.5 and other applicable regulations on the NRC web site at
www.nrc.gov/NRC/CFR/index html.

Section 1 - General Licensee Information. Provide the requested information about you, the general licensee. Provide the street
address for the use or storage location of the device(s). Do not specify a Post Office Box as the physical location. Ensure that the mailing
address is associated with the physical location where the devices are used and/or stored. For portable devices, this would be the mailing
address for the primary place of storage. Do not specify a Post Office Box unless this is the only available mailing address.

Provide the name, title, and telephone number of the person who is the responsble individual for the device. If the responsible individual is
not an employee of the general licensee, provide the name of the individual's employer.

Do not write in the box marked For NRC Use Only.

Section 2 - Devices Subject to Registration. This section contains a list of each device subject to registration which NRC records
indicate you have. If you are not in possession of a device on this list, blacken the "not in possession of device" circle, and provide the
information contained in Section 4. Note that each device is assigned a unique six-digit number called the NRC Device Code

Devices subject to registration include those containing at least one of the following radionuclides, in an amount equal to or greater than the
indicated quantity at the time of manufacture

. 3.7 megabecquerel (0.1 millicurie) of strontium-90

. 37 megabecquerel (1 millicune) of cobalt-60

. 37 megabecquerel (1 millicurie) of any transuranic element, [i.e., atomic number greater than uranium (92), including americium-241,
cunum-244, plutonium-238, plutonium-239, and califomium-252]

. 370 megabecqueret (10 millicurie) of cesium-137

Section 3 - Additional Devices. If you have any generally licensed devices that meet the conditions of registration listed above, that are
not listed in Section 2, provide information about the additional device(s) in this section. Also show how you acquired each additional device
by blackening the proper circle.

The codes for isotopes are The codes for units are:

strontium-90 = SR90 plutonium-238 = PU238 milligrams = MG kilobecquerel = KBQ
cobalt-60 = CO60 plutonium-239 = PU239 microcurie = UCI megabecquerel = MBQ
americium-241 = AM241 californium-252 = CF252 millicurie = MCI gigabecquere! = GBQ
cunum-244 = CU244 cesium-137 = CS137 curie = Cl

Section 4 - Not in Possession of Device. Use this section to report any devices that are preprinted in Sections 2 or 6, but which you no
longer have. Enter the six-digit NRC Device Code, as listed in Section 2 or 6. Blacken the circle (choose only one) that best describes the
disposition of the device. If the device was retumed to the Manufacturer/Initial Transferor, provide only the license number (if known) and
date the device was transferred; otherwise, provide all applicable information in the appropriate boxes. |f the device was disposed of by. or
transferred to, a specific licensee, provide all information indicated on the form for the specific licensee, except for the contact/responsible
individual (required only when the device is transferred to ancther general licensee).

Section § - Certification and Signature. The responsible individual must sign and date Section 5

Section 6 - Devices Not Subject to Registration. This list contains information on devices which NRC records indicate you have. but
that are not subject to registration. If you no longer have one or more of the listed devices, you are required tc make a transfer report to
NRC in accordance with 10 CFR 31.5(c)(8) or (3), as applicable. You may use Section 6 for this purpose. Please note: This section does
not list any static eliminators containing polonium 210 (Po-210), or luminous exit signs containing tritium (H-3). These devices are not
subject to registration, and are not included in this section in an effort to reduce the length of this form.
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NRC FORM 664 U.S. NUCLEAR REGULATORY COMMISSION

(MM-YYYY)
10 CFR 315

GENERAL LICENSEE REGISTRATION

APPROVED BY OMB: NO. 3150-0000 EXPIRES: MMDOD/YYYY
Estimated burden per response to comply with this mandatory collection request 20 minutes NRC will use this information to track generai icensees and ther devices to ensure a
higher level of device accountability. Send comments regarding burden estimate to the Records Management Branch (T-6 E6). U.S Nuctear Regulatory Commission. Washington DC
20555-0001, or by internet e-mail to bjs1@nrc gov. and to the Desk Officer, Office of information and Regulatory Affairs. NEOB-10202. (3150-0000), Office of Management and Budget
Washington. DC 20503 If a means used to impose an information collection does not display a currently valid OMB control number, the NRC may not conduct or sponsor. and a person Is
not required to respond to, the information collection |

Complete all six sections of this registration form. If any of the preprinted information is incorrect, provide the
changes in the applicable boxes. USE CAPITAL LETTERS.

General License SECTION 1 - GENERAL LICENSEE INFORMATION
Registration Number
GL-3683-01

Enter the company name and street address for the physical location of use for the device.
Do not use P. O. Boxes.

Company Name:  GL INC.

EEEEEEEEEEEEEEEEEEEEEER

Department:

(TTT I I I I T T Il

Address Line 1: ANYPLACE

(TTT I T I I Il l]

Address Line 2:

HEEEEEEEEEEEEEEEEEEEEEER

City: ANYTOWN

HEEEEEEEEEEEEEEEEEEEE
swexx [ ] awcose xoxonox [ ] ] ] [ J-[ 1 1]
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SECTION 1 - GENERAL LICENSEE INFORMATION (Continued)

Enter the name of the individual responsible for this device.
Last Name: DOE

L] ] HEN HEN

First Name: JOHN Middle Initial: Z
Telephone 301-555-1234 Extension 111

CLOI-CEy-trer i) il

Title SAFETY MANAGER

HNEEEEEEEEEEEEEEEEEEEER

Enter the mailing address of the location of use of your device.
For portable devices, provide the mailing address of the primary place of storage.

Department SAFETY

[(TTTTTTTITTTI I T Il I ]

Address Line 1: ANYPLACE

EEEEEEEEEEEEEEEEEEEEEER

Address Line 2

(T T T PI P T

City: ANYTOWN

[(TTTTTITTITTITI I T I Il
State: XX [:D Zip Code: XXXXX-XXXX r l l [ | l - | I l l l

SECTION 2 - DEVICES SUBJECT TO REGISTRATION

Our records indicate that you have these devices. Please update the information as necessary.
NRC Device Code 273722
Manufacturer Name: GL MANUFACTURER, INC.

HEEEEEEEEEEEEEEEEEEEEEE

Manufacturer License Number: 9999-99GL (if known) Device Serial Number: 1234

HEEEEEEEEEEEEpEEEEEEEEEE

Device Model Number: 99G

EEEEEEEEEENESEEE NN RN
(T111] CLJL] [T oz

A A
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SECTION 2 - DEVICES SUBJECT TO REGISTRATION (Continued)
NRC Device Code
Manufacturer Name:

Manufacturer License Number: (if known) Device Serial Number:

L1 [T T Ty LTIl

Device Model Number:

(LT T I T I T T I T I T I T T I TTTTT]

Isatope: XXXXX Receipt Date: MM/DD/YYYY (if known)

Ny N B ==

NRC Device Code
Manufacturer Name:

IHIIIIIIlIlIIIlIIlIIIIIJ

Manufacturer License Number: (if known e Serial Number.

IIlllllllllllllllllllllll
llllnilllllllllllllllllllj

l l l [T ] [LILLILL L] O e
MM DD YYYY

NRC Device Code
Manufacturer Name

IllllllllIlllIIIIIIIIIIII

Manufacturer License Number: e Serial Number

HlllIlIIlIII]IIIIlIIIIlI

Device Model Number:

ENEEEEEEEEEEEEEEEEEEEEEE

Isotope: XXXXX Receipt Date: MM/DD/YYYY (if known)
[ I l I l J I I | I l | [ l I B I J O Not in possession of device
oooooooooooooooooo
MM DD YYYY
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SECTION 3 - ADDITIONAL DEVICES SUBJECT TO REGISTRATION
Provide information about other devices you have that are subject to registration.

Manufacturer/initial Transferor Name

IS EEEEEEEEEEEEEEEEEE.

Manufacturer/Initial Transferor License Number (if known) Device Serial Number

HNEEEEEEEEEEEREEEEEEENNEN N

Device Model Number

ENEEEEEEEEEEERERENRE NN NN
e [T T T e [T TT] [T g3

unit codes
How acquired and date (O Manufacturer/Intial Transferor listed above
(e.g., from a distributor/ )
manufacturer, other (O Other General License A Date of I l I l l l I l I | I
licensee, other source)? O Other Source cq“'s't'on

Manufacturer/initial Transferor Name

IEEEEEEEEEEEEEEEEEEEEEEE

Manufacturer/initial Transferor License Number (if known) Device Serial Number

HNEEEEEEEEEEEREEEEEEEEEEEE

Device Model Number

(T T I I Tl T]
Sl T 2 O I v

unit codes
How acquired and date (O Manufacturer/initial Transferor listed above
(e.g., from a distributor/
manufacturer, other () Other General License A Blatnelo%f L I l [ I l I L L | l
licensee, other source)? O Other Source cq S
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SECTION 4 - NOT IN POSSESSION OF DEVICE

Provide information about devices which are preprinted in Section 2 or 6 that you no longer have.

NRC Device Code
{from Section 2 or 6)

Location of the Device:
O Whearabouts Unknown
O Never Possesse d the Device
O Retumed to Manufacturer

License Number of Recipient (if known)

|

Transfer Date

O Transferred to another general licensee: (Complete information below)

Disposed of/Transferred to a Specific Licensee
(Complete information below)

HENEEEEEE

ENENIEEEE

Company Name:

YYYy

HEEEEEEE

HEEEE

Department:

HEEEE

Address Line 1

HEEEEEEN

Address Line 2

HENEEEEEE

[T T[]

City

|
|
l
|
|

|
|
HEEEEERER
|
I
|

HEEEEEEE

HEEEE

| |
| |
| |
| |
| |
[ |
| |

State [:D Zip Code-XXXX

|
|
|
I
|
!
I

|
|
|
|
|
I

J ;

|
|
[T T T[]
l
|
|

Enter the name of the individual responsible for this/these device(s).

Last Name

(TTTTI T T I T I I lTd

[ L[] ]

First Name:

Middle Inttial:

(TTTTTITTIITTT L

A

(T -0 [T EREEN
ST T T I LI T I T I ITT]
A
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SECTION 5 - CERTIFICATION

| hereby cettify that:
A All information contained in this registration is true and complete to the best of my knowledge and belief.
B. A physical inventory of the devices subject to registration has been completed, and information on the devices has been

checked against the device labeling.

C | am aware of the requirements of the general license, provided in 10 CFR 31 5.
(Copies of applicable regulations may be viewed at the NRC web site at www.nrc.gov/NRC/CFR/index html )

SIGNATURE - RESPONSIBLE INDIVIDUAL DATE

WARNING: FALSE STATEMENTS MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL PENALTIES. NRC
REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL
MATERIAL ASPECTS. 18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY
WRONG STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNITED
STATES AS TO ANY MATTER IN ITS JURISDICTION.

SECTION 6 - DEVICES NOT SUBJECT TO REGISTRATION

NRC Device Code: 123456 Manufacturer License Number: 111-11GL

Manufacturer Name: GL PRODUCTS, INC.

Mode! Number: 12345 Serial Number: 09876 Transfer Date: MM/DDAYYYY
Isotope: CSs137 Activity: 5 Unit: MCI

NRC Device Code: Manufacturer License Number:

Manufacturer Name:

Model Number: Serial Number Transfer Date:
Isotope: Activity: Unit:
NRC Device Code: Manufacturer License Number

Manufacturer Name:

Model Number: Serial Number: Transfer Date:

Isotope Activity: Unit:

NUREG - 1556, Val. 16 M-8



Appendix N

NRC Form 374 — Materials License






APPENDIX N
The following pages show examplesof a“G” license.
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NRC FORM 374 PAGE 1 OF 2 PAGES

U.S. NUCLEAR REGULATORY COMMISSION Amendment No. 01

MATERIALS LICENSE

Pursuant to the Atomic Energy Act 0f1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer
byproduct, source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s)
designated below; to deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the
applicable Part(s). This license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954,
as amended, and is subject to all applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter
in effect and to any conditions specified below.

Licensee In accordance with-application dated
January 1, 2000
1. Industrial Gauging Corporation, Inc 3. License number 37-XXXXX-02G is amended in

its entirety to read as follows:

2. 1234 Corporation Drive 4. Expiration date January 31, 2010

Anytown, Pennsylvania 12345 5. Docket No. 030-XXXXX

Reference No.

6. Byproduct, source, and/or special 7. Chemical and/or physical form 8.. Maximum amount that licensee may
nuclear material possess at any one time under this
license
A. As specified in Condition 11 A. As specified in Condition 11 A. Not applicable

9. Authorized use:

A. Pursuant to 10 CFR 32.51, the licensee is authorized to distribute the devices containing sealed sources
specified in Condition 11 of this license to persons generally licensed pursuant to 10 CFR 31.5, or
equivalent provisions of the regulations of any Agreement State.

CONDITIONS

10. The licensee may distribute material from the licensee’s facilities located at 1234 Corporation Drive,
Anytown, Pennsylvania.
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License Number

37-XXXXX-02G

MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-XXXXX

Amendment No. O

11. Each device distributed pursuant to the conditions of this license shall be in accordance with the following

table:
Maximum
Activity Per
Source
Device Model Number Isotope Source Model Number (Millicuries)
XXABC Cesum 137 ABC100 30
XYABC Cobdt 60 ABC200 500

12. Thislicense does not authorize possession or use of licensed material.

13. Except as specificaly provided otherwise in this license, the licensee shall conduct its program in accordance with
the statements, representations, and procedures contained in the documents, including any enclosures, listed below.
The Nuclear Regulatory Commission’s regulations shall govern unless the statements, representations, and
procedures in the licensee' s application and correspondence are more restrictive than the regulations.

Application dated January 1, 2000

For the U.S. Nuclear Regulatory Commission
Original signed by NRC Licensing Reviewer

Date (In i issuedate) By

Nuclear Materias Safety Branch 3
Division of Nuclear Materids Safety
Region |

King of Prussa, Pennsylvania 19406
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NRC FORM 374 U.S. NUCLEAR REGULATORY COMMISSION PAGE L_OF __2_ PAGES
= Amendment No. 01

MATERIALS LICENSE

Pursuantto the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer
byproduct, source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s)
designated below; to deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the
applicable Part(s). This license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954,
as amended, and is subject to all applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter
in effect and to any conditions specified below.

Licensee In-accordance with application dated
December 1, 2000
1. Any Pharmaceutical Manufacturing Company 3. License number 37-XXXXX-02G is amended in
Medical Products Division its entirety to read as follows:
2. 1234 Main Street 4. Expiration'date December 31, 2010
Anytown, Pennsylvania 12345 5. Docket No. 030-XXXXX
Reference No.

6. Byproduct, source, and/or special 7. Chemical and/or physical form 8. Maximum amount that licensee may
nuclear material possess at any one time under this
license
A. Hydrogen 3 A.  Prepackaged in vitro kits A. Not applicable
B. lodine 125 B. Prepackaged in vitro kits B. Not applicable

9. Authorized use:

A. and B.Pursuant to 10 CFR 32.71, the licensee is authorized to distribute in vitro kits containing prepackaged
units to persons generally licensed pursuant to 10 CFR 31.11, or equivalent provisions of the
regulations of the regulations of any Agreement State.

CONDITIONS

10. The licensee may distribute in vitro kits from the licensee’s facilities located at 1234 Main Street, Anytown,
Pennsylvania.

11. This license does not authorize possession or use of licensed material.
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License Number
37-XXXXX-02G
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-XXXXX
Amendment No. 01

12. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. The Nuclear Regulatory Commission’s regulations shall govern unless the
statements, representations, and procedures in the licensee’s application and correspondence are more
restrictive than the regulations.

A. Application dated December 1, 2000

Original signed by NRC Licensing Reviewer
Date __(Insertlicense issue date) By

Nuclear Materials Safety Branch 3
Division of Nuclear Materials Safety
Region |

King of Prussia, Pennsylvania 19406
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APPENDIX O
[Date]
License No. XX-XXXXX-XXG
Docket No. 030-XXXXX
Mail Control No. XXXXXX
[Licensee’ s Name]
ATTN: [ ]
[Street/P.O. Box]
[City, State Zip]
SUBJECT: LICENSE RENEWAL APPLICATION
Dear [ ]:
Thisis to acknowledge receipt of your gpplication for renewal of the materids license identified above.

Y our gpplication is deemed timely filed and, accordingly, the license will not expire until final action has
been taken by this office.

Any correspondence regarding the renewa gpplication should reference your license number and the
mail control number specified above.

Sincerdly,

[Licensing Assigtant]
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APPROVED BY OMB: NO. 3150-0038 EXPIRES: 07/31/2002

Estimated burden per response to comply with this mandatory collection
request 7 minutes. The vali i ion serves as evi to i

of byproduct material that the registrant is entitled to receive the byproduct
material. Send comments regarding burden estimate to the Records
Management Branch (T-6 F33), U.S. Nuclear Regulatory Commission,
Washington, DC 20555-0001, or by internet e-mail to bjs1@nrc.gov, and to
the Desk Officer, Office of Information and Regulatory Affairs, NEOB-10202,
(3150-0038), Office of Management and Budget, Washington, DC 20503. If
a means used to impose an information collection does not display a currently
valid OMB control number, the NRC may not conduct or sponsor, and a
person is not required to respond to, the information collection.

INRC FORM 483
(7-1999)

U.S. NUCLEAR REGULATORY COMMISSION

REGISTRATION CERTIFICATE -- in vitro TESTING
WITH BYPRODUCT MATERIAL UNDER
GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the
practice of veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving
the internal or external administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of
byproduct material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, hospital, or veterinarian in the practice of
veterinary medicine, has fled NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with a registration
number.

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.B. below) 2. APPLICATION (Check one box only)

| hereby apply for a registration number pursuant to 10 CFR 31,
Section 31.11, for use of byproduct materials for:

D Myself, a duly licensed physician authorized to disperse drugs in
the practice of medicine.

[ ] The above-named clinical taboratory.

TELEPHONE NUMBER (Include Area Code): [_] The above named hospital.

|:] Veterinarian in the practice of veterinary medicine.

INSRUCTIONS
A. Submit this form in duplicate to:

Materials Safety Branch (T-8 F5)

Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
U.S. Nuclear Regulatory Commission
Woashington, DC 20555-0001

4. REGISTRATION
REGISTRATION NUMBER:

(At NRC, a registration number will be assigned and a validated
copy of NRC Form 483 will be returned.)

In the box above, print or type the name, address (including ZIP
Code), and telephone number of the registrant physician,
clinical laboratory, hospital, or veterinarian in the practice of

(If this an initial registration, leave this space blank — number to
be assigned by NRC. If this is a change of information from a
previously registered general license, include your registration

veterinary medicine for whom or for which this registration form
is filed.

if place of use is different from address listed above, give complete address.

number.)

6. CERTIFICATION
| hereby certify that:

A. Allinformation in this registration certificate is true and complete.

B. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used
under the general license of 10 CFR 31.11. The tests will be performed only by personnel competent in the use of the instruments
and in the handling of the byproduct materials.

. | understand that Commission regulations require that any change in the information furnished by a registrant on this registration
certificate be reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such
change.

D. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this
form); and | understand that the registrant is required to comply with those provisions as to all byproduct material which he
receives, acquires, possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the
U.S. Nuclear Regulatory Commission.

PRINTED OR TYPED NAME AND TITLE OF APPLICANT SIGNATURE DATE

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL PENALTIES. NRC
REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS.
18 U.S.C. 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

NRC FORM 483 (7-1999) PRINTED ON RECYCLED PAPER
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Page of
NRC FORM 653 U.S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO. 3150-0001 EXPIRES: 08/31/2002
(11-2002)
10 CFR 32

Estimated burden per response to comply with this mandatory collection
request: 24 minutes. NRC requests quarterly reports to keep apprised of
device movements. Send comments regarding burden estimate to the
Records Management Branch (T-6 E6), U.S. Nuclear Regulatory
Commission, Washington, DC 20555-0001, or by internet e-mail to
bjs1@nrc.gov, and to the Desk Officer, Office of Information and
Regulatory Affairs, NEOB-10202, (3150-0001), Office of Management
and Budget, Washington, DC 20503. If a means used to impose an
information collection does not display a currently valid OMB control
number, the NRC may not conduct or sponsor, and a person is not
required to respond to, the information collection.

TRANSFERS OF INDUSTRIAL DEVICES REPORT

(Continue on NRC Form 853A or NRC Form 653B, as appropriate)

NAME OF VENDOR REPORTING PERIOD

FROM T

LICENSE NUMBER

For each "person” to whom a device(s) has been transferred during the reporting period, supply the following:

INTERMEDIATE PERSON (if any)

NAME OF INTERMEDIATE PERSON NAME OF RESPONSIBLE INDIVIDUAL TITLE OF RESPONSIBLE INDIVIDUAL TELEPHONE

GENERAL LICENSEE USER INFORMATION
"7 IMAILING ADDRESS AT THE LOCATION OF USE (No P.O. Boxes, include Zip Code)

NAME OF GENERAL LICENSEE USER

DEPARTMENT

NAME OF RESPONSIBLE INDIVIDUAL TELEPHONE

TITLE OF RESPONSIBLE INDIVIDUAL

INFORMATION ON DEVICE(S) TRANSFERRED

" DATE OF i

MODEL NUMBER

SERIAL NUMBER

ISOTOPE

TRANSFER | TYPE OF DEVICE ACTIVITY AND UNITS

INTERMEDIATE PERSON (if any)

NAME OF INTERMEDIATE PERSON NAME OF RESPONSIBLE INDIVIDUAL TITLE OF RESPONSIBLE INDIVIDUAL TELEPHONE

GENERAL LICENSEE USER INFORMATION
MAILING ADDRESS AT THE LOCATION OF USE (No., P.O. Boxes, include Zip Code,

INAME OF GENERAL LICENSEE USER

DEPARTMENT

NAME OF RESPONSIBLE INDIVIDUAL TELEPHONE

TITLE OF RESPONSIBLE INDIVIDUAL

INFORMATION ON DEVICE(S) TRANSFERRED
SERIAL NUMBER

DATE OF
TRANSFER

TYPE OF DEVICE MODEL NUMBER ISOTOPE ACTIVITY AND UNITS

NRC FORM 653 (11-2000) PRINTED ON RECYCLED PAPER
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NRC FORM 653A U.S. NUCLEAR REGULATORY COMMISSION
(11-2000)
10 CFR 32 » -
TRANSFERS OF INDUSTRIAL DEVICES REPORT (Continuation)
For each "person” to whom a device(s) has been received during the reporting period, supply the following:
GENERAL LICENSEE USER INFORMATION
NAME OF GENERAL LICENSEE USER o MAILING ADDRESS AT THE LOCATION OF USE (No P.O. Boxes, inciude Zip Code)
IDEPARTMENT T
INFORMATION ON DEVICE(S) RECEIVED
DATEOF |  TYPEOF MANUFACTURER OR INITIAL TRANSFEROR
RECEPT  pevice | MODELNUMBER| SERIAL NUMBER (IF NOT REPORTING PARTY)
GENERAL LICENSEE USER INFORMATION
NAME OF GENERAL LICENSEE USER MAILING ADDRESS AT THE LOCATION OF USE (No P.0. Boxes, include Zip Code) |
DEPARTMENT
INFORMATION ON DEVICE(S) RECEIVED
DATEOF | TYPEOF MANUFACTURER OR INITIAL TRANSFEROR
RECEIPT pevice | MODEL NUMBER | SERIAL NUMBER (IF NOT REPORTING PARTY)
GENERAL LICENSEE USER INFORMATION
NAME OF GENERAL LICENSEE USER T MAILING ADDRESS AT THE LOCATION OF USE (No P.O. Boxes, include Zip Code)
[DEPARTMENT
INFORMATION ON DEVICE(S) RECEIVED
DATEOF  TYPEOF MANUFACTURER OR INITIAL TRANSFEROR
RECEPT  Device | MODELNUMBER| SERIAL NUMBER (IF NOT REPORTING PARTY)
i
_ -
GENERAL LICENSEE USER INFORMATION
NAME OF GENERAL LICENSEE USER o : MAILING ADDRESS AT THE LOCATION OF USE (No P.0. Boxes, include Zip Code)
DEPARTMENT ) )
INFORMATION ON DEVICE(S) RECEIVED
" DATEOF | TYPEOF ' ‘ MANUFACTURER OR INITIAL TRANSFEROR
RECEPT = Dpevice | MODELNUMBER | SERIAL NUMBER (IF NOT REPORTING PARTY)
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NRC FORM 6538
(11-2000)
10 CFR 32

U.S. NUCLEAR REGULATORY COMMISSION

TRANSFERS OF INDUSTRIAL DEVICES REPORT (Continuation)

For each device for which required label information has been changed, supply the following:

GENERAL LICENSEE USER INFORMATION

NAME OF GENERAL LICENSEE USER

MAILING ADDRESS AT THE LOCATION OF USE (No P.O. Boxes, include Zip Code)

DEPARTMENT
INFORMATION ON DEVICE(S) RECEIVED
. ~nel | PREVIOUS |~ NEW SERIAL PREVIOUS LABEL | LABEL ACTIVITY
GO NOTBER SERIA L NUMBER, PREVIOUS NEW ISOTORE. ACTIVITY AND UNITS,
NUMBER IF CHANGED b AND UNITS IF CHANGED

GENERAL LICENSEE USER INFORMATION

INAME OF GENERAL LICENSEE USER

MAILING ADDRESS AT THE LOCATION OF USE (No P.O. Boxes, include Zip Code)

DEPARTMENT
B - INFORMATION ON DEVICE(S) RECEIVED B
TYPE OF MODEL PREVIOUS N AL PREVIOUS NEw IsoTopE, — PREVIOUSLABEL | LABEL ACTIVITY
DEVICE NUMBER i TR ISOTOPE IF CHANGED AND UNiTS [AND ANITSy

NAME OF GENERAL LICENSEE USER

GENERAL LICENSEE USER INFORMATION

MAILING ADDRESS AT THE LOCATION OF USE (No P.O. Boxes, include Zip Code)

[DEPARTMENT
INFORMATION ON DEVICE(S) RECEIVED
__ , ,
TYPE OF MODEL PREVIOUS NEW SERIAL PREVIOUS | NEW IsoTOpE,  PREVIOUS LABEL | LABEL ACTIVITY
DEVICE NUMBER SERIAL NUMBER, ISOTOPE |  IF CHANGED ACTIVITY AND UNITS,
R NUMBER IF CHANGED | AND UNITS IF CHANGED

NAME OF GENERAL LICENSEE USER

GENERAL LICENSEE USER INFORMATION

[MAILING ADDRESS AT THE LOCATION OF USE (No P.O. Boxes, include Zip Code) |

DEPARTMENT
INFORMATION ON DEVICE(S) RECEIVED
N PREVIOUS " NEW SERIAL ! PREVIOUS LABEL | LABEL ACTIVITY
DRESF NOTBER SERIA L NUMBER, FREVIDUS 1 NEWISOTOPE, ACTIVITY AND UNITS,
e MBS NUMBER _IF CHANGED g AND UNITS | IF CHANGED

Q3
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