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Abstract

As part of itsredesign of the materials 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 Materias Licensing Process
Redesign,” dated April 1996, and draft NUREG - 1541, “Process and Design for Consolidating
and Updating Materials Licensing Guidance,” dated April 1996. NUREG - 1556, Val. 13,
“Consolidated Guidance about Materials Licenses: Program-Specific Guidance About
Commercial Radiopharmacy Licenses,” dated September 1999, is the thirteenth program-specific
guidance devel oped for the new process and is intended for use by applicants, licensees, and
NRC staff, and will aso be available to Agreement States. This document combines and
supersedes the guidance found in “ Draft Regulatory Guide DG-0006" (previously issued as

FC 410-4), “Guide for the Preparation of Applications for Commercial Nuclear Pharmacy
Licenses’ (March 1997), and Standard Review Plan 85-14, “ Standard Review Plan for
Applications for Nuclear Pharmacy Licenses.” This report takes a more risk-informed,
performance-based approach to licensing commercial radiopharmacies and reduces the
information (amount and level of detail) needed to support an application for these activities.
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Foreword

The United States Nuclear Regulatory Commission (NRC) is using Business Process Redesign
(BPR) techniques to redesign its materials licensing process. This effort is described in NUREG
- 1539, “Methodology and Findings of the NRC’s Materials Licensing Process Redesign,” dated
April 1996. A critical element of the new process is consolidating and updating numerous
guidance documents into aNUREG series of reports. Below isalist of volumes currently
included in the NUREG - 1556 series:
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The current document, NUREG - 1556, Vol. 13, “Consolidated Guidance about Materials
Licenses. Program-Specific Guidance about Commercial Radiopharmacies,” dated September



1999, is the thirteenth program-specific guidance developed for the new process. It isintended
for use by applicants, licensees, NRC license reviewers, and other NRC personnel. It combines
and supersedes the guidance for applicants and licensees previously found in “Draft Regulatory
Guide DG-0006" (previously issued as FC 410-4) “Guide for the Preparation of Applications for
Commercial Nuclear Pharmacy Licenses’ (March 1997) and Draft Standard Review Plan 85-14,
“Standard Review Plan for Applications for Nuclear Pharmacy Licenses.” In addition, this
report also contains pertinent information found in Technical Assistance Requests and
Information Notices, as listed in Appendix B.

This report takes arisk-informed, performance-based approach to licensing commercial
radiopharmacies. It identifies the information needed from an applicant seeking to possess and
use byproduct materials during the preparation and distribution of radioactive drugs and in the
distribution of radiochemicals, sealed sources, and in-vitro test kits.

A team composed of NRC staff from headquarters and regional offices prepared this document,
drawing on their collective experience in radiation safety in general and as specifically applied to
commercial radiopharmacy. A representative of NRC’s Office of the General Counsel provided
alegal perspective.

This report represents a step in the transition from the current paper-based process to the new
electronic process. Thisdocument is available on the Internet at the following address:
<http://www.nrc.gov/nrc/nuregs/sr1556/v13/index.htmi >.

NUREG - 1556, Vol. 13, “Consolidated Guidance about Materials Licenses. Program-Specific
Guidance about Commercial Radiopharmacy Licenses,” is not a substitute for NRC regulations,
and complianceis not required. The approaches and methods described in this report are
provided for information only. Methods and solutions different from those described in this
report will be acceptable if they provide abasis for the staff to make the determination needed to
ISsue or continue alicense.

Donald A. Cool, Director
Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
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1 Purpose of Report

This report provides guidance to an applicant applying for acommercial radiopharmacy license,
aswell as providing NRC with the appropriate criteriafor evaluating such applications. Within
this document, the terms “byproduct material,” “licensed material,” and “radioactive material,”
are used interchangeably. In addition, the phrases or terms, “commercial radiopharmacy,”
“radiopharmacy,” “nuclear pharmacy,” and “pharmacy” are used interchangeably.

Commercial radiopharmacy licenses are those licenses issued by the Commission, pursuant to
10 CFR Part 30 and 10 CFR 32.72, for the possession and use of radioactive materials for the
manufacture, preparation, or transfer for commercial distribution of radioactive drugs containing
byproduct material for medical use under Part 35. Within this document, preparation includes
the making of radiopharmaceuticals from reagent kits (i.e., technetium-99m MAA
(macroaggregated albumin)), and from raw materials (i.e., the compounding of radioiodine
capsules for diagnostic and therapeutic medical use). Commercia radiopharmacies may also be
authorized to transfer for commercial distribution in vitro test kits described in 10 CFR 31.11,



radiopharmaceutical s to licensees authorized to possess them for other than human medical use
(i.e., veterinary medicine and research licensees), and radiochemicals to those licensees
authorized to possess them, pursuant to 10 CFR Part 30. In addition, 10 CFR Part 30 authorizes
radiopharmacies to redistribute (transfer) sealed sources for calibration and medical use initialy
distributed by a manufacturer licensed pursuant to 10 CFR 32.74.

Specific guidance for applicants requesting to manufacture and initially distribute
molybdenum-99/technetium-99m generators, in vitro kits, radiochemicals and sealed sourcesis
included in NUREG 1556, Vol 12, “Consolidated Guidance about Materials Licenses:
Program-Specific Guidance about Manufacturing and Distribution Licenses,” and is not within
the scope of this guidance for commercial radiopharmacies. These activities require specific
NRC or Agreement State authorization and must be included on a specific license.

Furthermore, specific guidance for applicants requesting authorization to manufacture, distribute,
and redistribute radioactive drugs to persons exempt from licensing (i.e., carbon-14 tagged urea)
isincluded in NUREG - 1556, Vol. 8, “Consolidated Guidance about Materials Licenses:
Program-Specific Guidance about Exempt Distribution Licenses,” and also is not within the
scope of thisguidance. These activities require specific NRC authorization and require the
Issuance of a separate license for exempt distribution.

This report identifies the information needed to complete NRC Form 313 (Appendix A),
“Application for Material License,” for the use of byproduct materialsin commercial
radiopharmacies. The information collection requirementsin 10 CFR Part 30 and NRC

Form 313 have been approved under the Office of Management and Budget (OMB) Clearance
Nos. 3150-0017 and 3150-0120, respectively.

The format within this document for each item of technical information is as follows:

® Regulations — references the regulations applicable to the item;

e Criteria— outlines the criteria used to judge the adequacy of the applicant’ s response;

® Discussion — provides additional information on the topic sufficient to meet the needs of
most readers,; and

® Response from Applicant — provides suggested response(s), offers the option of an
alternative 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. Specific NRC references used in the development of this guidance document are included
in Appendix B.

NRC Form 313 does not have sufficient space for applicants to provide full responses to Items 5
through 11; as indicated on the form, the answers to those items are to be provided on separate
sheets of paper and submitted with the completed NRC Form 313. For the convenience of
applicants and for streamlined handling of applications for commercial radiopharmacy licensesin
the new materials licensing process, use Appendix C to provide supporting information, attach it
to NRC Form 313, and submit it to NRC.



Appendix D isachecklist that NRC staff uses to review applications and that applicants may use
to check for completeness. Appendix E isasample commercial radiopharmacy license,
containing the conditions most often found on these licenses, although not all licenses will have
all conditions. Appendices F through S contain additional information on various radiation
safety topics, including model procedures. Appendix T includes atable of NRC incident
notification and reporting requirements applicable to commercial radiopharmacies.

In this document, dose or radiation dose means absorbed dose, dose equivalent, effective dose
equivaent (EDE), committed dose equivalent (CDE), committed effective dose equivalent
(CEDE), or total effective dose equivalent (TEDE). These terms are defined in 10 CFR Part 20.
Rem, and its S| equivalent Sievert (1 rem = 0.01 Sievert (Sv)), are used to describe units of
radiation exposure or dose. Thisis done because 10 CFR Part 20 sets dose limitsin terms of
rem, not rad or roentgen (R). When the radioactive material emits beta and gamma rays, for
practical reasons, we assumethat 1 R =1rad = 1 rem. For aphaemitting radioactive material,
1radisnot equal to 1 rem. Determination of dose equivaent (rem) from absorbed dose (rad)
from apha particles requires the use of an appropriate quality factor (Q) value. Q values are used
to convert absorbed dose (rad) to dose equivalent (rem). Q valuesfor alpha particles are
addressed in the Tables 1004(b)(1) and (2) in 10 CFR §20.1004.



2 Agreement States

Certain states, called Agreement States (see Figure 2.1), have entered into agreements with the
NRC that give them the authority to license and inspect byproduct, source, or specia nuclear
materials used or possessed within their borders. Any applicant other than a Federal agency who
wishes to possess or use licensed material in one of these Agreement States needs to contact the
responsible officialsin that State for guidance on preparing an application; file these applications
with State officials, not with the NRC.

In the special situation of work at Federally-controlled sitesin Agreement States, it is necessary
to know the jurisdictional status of the land in order to determine whether NRC or the Agreement
State has regulatory authority. NRC has regulatory authority over land determined to be
“exclusive Federa jurisdiction,” while the Agreement State has jurisdiction over non-exclusive
Federal jurisdiction land. Licensees are responsible for finding out, in advance, the jurisdictional
status of the specific areas where they plan to conduct licensed operations. NRC recommends
that licensees ask their local contact for the Federal agency controlling the site (e.g., contract
officer, base environmental health officer, district office staff) to help determine the jurisdictional
status of the land and to provide the information in writing, so that licensees can comply with
NRC or Agreement State regulatory requirements, as appropriate. Additional guidance on
determining jurisdictional status isfound in All Agreement States L etter, SP-96-022, dated
February 16, 1996, which is available from NRC upon request.

Table 2.1 provides a quick way to check on which agency has regulatory authority.

Table 2.1 Who Regulates the Activity?
| Applicant and Proposed L ocation of Work | Regulatory Agency
ederal agency regardless of location (except INRC
hat Department of Energy [DOE] and, under

ost circumstances, its prime contractors are
empt from licensing [10 CFR 30.12])

on-Federal entity in non-Agreement State, US|NRC
erritory, or possession

on-Federal entity in Agreement State at non- JAgreement State
ederally controlled site

on-Federal entity in Agreement State at Agreement State
ederally-controlled site not subject to
clusive Federal jurisdiction

Eon- Federa entity in Agreement State at NRC

ederally-controlled site subject to exclusive
ederal jurisdiction

Figure 2.1 U.S. Map. Location of NRC Offices and Agreement States.




Reference: A current list of Agreement States (including names, addresses, and telephone
numbers of responsible officials) is available by choosing “Directories’” on the NRC Office of
State Programs  (OSP’'s) Home Page <http://www.hsrd.ornl.gov/nrc/home.html>. Asan
alternative, request the list from NRC’ s Regional Offices.

All Agreement States Letter, SP-96-022, dated February 16, 1996, is available on OSP's Home
Page <http://www.hsrd.ornl.gov/nrc/home.html>; choose “NRC-State Letters,” then choose “All
of the Above,” and follow the directions for submitting a query for “SP96022.” Asan
aternative, request the letter from OSP; call NRC’ s toll free number (800) 368-5642 and then
ask for extension 415-3340.




3 Management Responsibility

The NRC recognizes that effective radiation safety program management is vital to achieving
safe and compliant operations. NRC also believes that consistent compliance with its regulations
provides reasonabl e assurance that licensed activities will be conducted safely. NRC also
believes that effective management will result in increased safety and compliance.

LM anagement” refers to the processes for conduct and control of a radiation safety program and

o the individuals who are responsible for those processes and who have authority to provide
ecessary resources to achieve regulatory compliance.

To ensure adequate management involvement, a duly authorized management representative
must sign the submitted application acknowledging management’ s commitments and
responsibility for the following:

® Radiation safety, security and control of radioactive materials, and compliance with
regulations,

® Completeness and accuracy of the radiation safety records and all information provided to
NRC (10 CFR 30.9);

® Knowledge about the contents of the license and application;

® Compliance with current NRC and Department of Transportation (DOT) regulations and the
licensee’ s operating and emergency procedures,

e Commitment to provide adequate resources (including space, equipment, personnel, time, and,
if needed, contractors) to the radiation protection program to ensure that public and workers
are protected from radiation hazards and compliance with regulations is maintained;

® Selection and assignment of aqualified individual to serve as the Radiation Safety Officer
(RSO) for their licensed activities,

® Prohibition against discrimination of employees engaged in protected activities
(10 CFR 30.7);

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

e Obtaining NRC's prior written consent before transferring control of the license; and

e Notifying appropriate NRC regional administrator in writing, immediately following filing of
petition for voluntary or involuntary bankruptcy (10 CFR 30.34(h)).

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, and Inspection Procedure (1P) 87117, “ Radiopharmacy Programs.”
These documents are available electronically at <http://www.nrc.gov>. For hard copies of
NUREG - 1600 and IP 87117, see the Notice of Availability (on the inside front cover of this

report).




4 Applicable Regulations

It isthe applicant’s or licensee' s responsibility to obtain up-to-date copies of applicable

regulations, read and understand the requirements of each of these regulations, and comply with

each applicable regulation. The following Parts of 10 CFR Chapter | contain regulations

applicable to commercial radiopharmacies:

® 10 CFR Part 2, “Rules of Practice for Domestic Licensing Proceedings and Issuance of
Orders’;

® 10 CFR Part 19, “Notices, Instructions and Reports to Workers: Inspection and
Investigations’;

e 10 CFR Part 20, “ Standards for Protection Against Radiation”;

® 10 CFR Part 21, “Reporting of Defects and Noncompliance’;

® 10 CFR Part 30, “Rules of General Applicability to Domestic Licensing of Byproduct
Material”;

® 10 CFR Part 32, “ Specific Domestic Licenses to Manufacture or Transfer Certain Items
Containing Byproduct Materia”;

t 32 alows licensees to prepare radioactive drugs for medical use, provided that the
adioactive drug is prepared by either an authorized nuclear pharmacist (ANP) or an individual
nder the supervision of an ANP as specified in 10 CFR 35.25. In addition, Part 35 specifies the
efinition of an ANP and medical usein 35.2, and the qualifications of an ANP, in
0 CFR 35.980(b) and 35.972; however, the remaining sections of Part 35 do not apply to
ommercial radiopharmacy licensees.

® 10 CFR Part 71, “Packaging and Transportation of Radioactive Materia”;

t 71 requires that licensees or applicants who transport licensed material or who may offer
ch material to acarrier for transport must comply with the applicable requirements of the
OT that are found in 49 CFR Parts 170 through 189. Copies of DOT regulations can be
rdered from the Government Printing Office (GPO), whose address and telephone number are
isted below
® 10 CFR Part 170, “Feesfor Facilities, Materias, Import and Export Licenses and Other
Regulatory Services Under the Atomic Energy Act of 1954, as Amended”; and
e 10CFR Part 171, “Annual Feesfor Reactor Operating Licenses, and Fuel Cycle Licenses and
Materials Licenses, Including Holders of Certificates of Compliance, Registrations, and
Quality Assurance Program Approvals and Government Agencies Licensed by NRC.”

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 also contact the GPO electronically at
<http://www.gpo.gov>. Single copies of the above documents may be requested from NRC's
Regional Offices (see Figure 2.1 for addresses and telephone numbers). In addition,

10 CFR Parts O-199 can be found on the NRC’ s website at <www.nrc.gov/nrc/cfr/index/html>.




Note that NRC and all other Federal Agencies publish amendments to their regulationsin the
Federal Register.



5How to File

5 1 Paper Application

® Applicantsfor amaterialslicense should do the following:

Be sure to use the most recent guidance in preparing an application;

Complete NRC Form 313 (Appendix A) Items 1 through 4, 12, and 13 on the form itself;

Complete NRC Form 313 Items 5 through 11 on supplementary pages or use Appendix C;
For each separate sheet, other than Appendix C, that is submitted with the application, identify
and key it to the item number on the application or the topic to which it refers;

Submit all documents on 8-1/2 x 11-inch paper;

Avoid submitting proprietary information unlessit is absolutely necessary; and
® Submit an original, signed application and one copy.

Retain one copy of the license application for future reference.

t&s required by 10 CFR 30.32(c), applications must be signed by duly authorized
epresentative; see section on “ Certification.”

Using the suggested wor ding of responses and committing to using the model procedures
n this report will expedite NRC’sreview.

All license applications will be available for review by the general publicin NRC’s Public
Document Rooms. 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 substantial delays in processing the application. Employee personal
information, e.g., home address, home tel ephone number, Social Security Number, date of birth,
or radiation dose information, should not be submitted unless specifically requested by NRC.

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 to convert them to electronic format. To ensure a smooth transition,

applicants are requested to follow these suggestions:

e Submit printed or typewritten, not handwritten, text on smooth, crisp paper that will feed
easily into the scanner;

® Choose typeface designs that are sans serif, such as Arial, Helvetica, Futura, Univers; the text

of thisdocument isin a serif font called Times New Roman,

Choose 12-point or larger font size;

Avoid stylized characters such as script, italic, etc;

Be surethe print is clear and sharp;

Be sure there is high contrast between the ink and paper (black ink on white paper is best).

5.2 Electronic Application



Asthe electronic licensing process develops, it is anticipated that NRC may provide mechanisms
for filing applications via diskettes or CD-ROM (compact disc-read only memory), and through
the Internet. Additiona filing instructions will be provided as these new mechanisms become
available.

6 Whereto File

Applicants wishing to possess or use licensed material in any State or U.S. territory or possession
subject to NRC jurisdiction must file an application with the NRC Regional Office for the locale
in which the material will be possessed and/or used. Figure 2.1 shows NRC’s four Regional
Offices and their respective areas for licensing purposes and identifies Agreement States.

In general, applicants wishing to possess or use licensed material in Agreement States must file
an application with the Agreement State, not NRC; however, if work will be conducted at
Federally controlled sitesin Agreement States, applicants must first determine the jurisdictional
status of the land in order to determine whether NRC or the Agreement State has regul atory
authority. See the section on “Agreement States” for additional information.



7 License Fees

Each application for which afeeis specified, must be accompanied by the appropriate fee. Refer
to 10 CFR 170.31 to determine the amount of the fee. NRC will not issue the licensing action
prior to feereceipt. Consult 10 CFR 170.11 for information on exemptions from these fees.
Once technical review has begun, no fees will be refunded; application fees will be charged
regardless of the NRC’ s disposition of an application or the withdrawal of an application.

Most NRC licensees are also subject to annual fees; refer to 10 CFR 171.16. Consult
10 CFR 171.11 for information on exemptions from annual fees and 10 CFR 171.16(c) on
reduced annual fees for licensees that qualify as“small entities.”

Direct all questions 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. Information about fees may also be obtained by calling NRC' s toll
free number (800) 368-5642, extension 415-7554. The e-mail address is fees@nrc.gov.



8 Contents of an Application
The following comments apply to the indicated items on NRC Form 313 (Appendix A).

All itemsin the application should be completed in enough detail for the NRC to determine that
the proposed equipment, facilities, training and experience, and radiation safety program satisfy
regulatory requirements and are adequate to protect health and minimize danger to life and
property. Consideration shall be given, when developing your application, to the concepts of
ALARA and the minimization of contamination.

Regarding ALARA, 10 CFR 20.1101(b) states that “The licensee shall use, to the extent
practicable, procedures and engineering controls based upon sound radiation protection
principles to achieve occupational doses and doses to members of the public that are aslow asis
reasonably achievable (ALARA).” ALARA concepts and philosophy are discussed in
Regulatory Guide 8.10, “Operating Philosophy for Maintaining Occupational Radiation
Exposures As Low As s Reasonably Achievable.” Applications for commercial radiopharmacy
licenses must address ALARA considerations in all aspects of their programs, e.g., monitoring
and controlling external and internal personnel exposure, monitoring and controlling air and
liquid effluents. ALARA considerations, including establishing administrative action levels and
monitoring programs, need to be documented in the application.

10 CFR 20.1406 requires that license applicants describe how facility design and procedures for
operation will minimize, to the extent practicable, contamination of the facility and the
environment, facilitate eventual decommissioning, and minimize, to the extent practicable, the
generation of radioactive waste. Like ALARA, the applicant must address these concernsin all
aspects of their programs.

All information submitted to NRC during the licensing process will be incorporated as part of the
license and will be subject to review during inspection.

8.11tem 1. License Action Type

THIS IS AN APPLICATION FOR (Check appropriate item)

Type of Action License No.
[ 1 A. New License Not Applicable
[ 1 B. Amendment XX-XXXXX-XX
[ ] C. Renewa XX-XXXXX-XX

Check box A for anew license request.
Check box B for an amendmentZ to an existing license; provide license number.

Check box C for arenewal® of an existing license; provide license number.



8.2 Item 2. Applicant’s Name and Mailing Address

List the legal name of the applicant’ s corporation or other legal entity with direct control over use
of the radioactive material; adivision or department within alegal entity may not be alicensee.
An individua may be designated as the applicant only if the individual isacting in aprivate
capacity and the use of the radioactive material is not connected with employment in a
corporation or other legal entity. Provide the mailing address where correspondence should be
sent. A Post Office box number is an acceptable mailing address.

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

Note: NRC must be notified before control of the license is transferred or when bankruptcy
proceedings have been initiated. See below for more details. NRC Information Notice (IN)
97-30, “Control of Licensed Material during Reorganizations, Employee-Management
Disagreements, and Financial Crises,” dated June 3, 1997, discusses the potential for the security
and control of licensed material to be compromised during periods of organizationa instability.

Timely Notification of Transfer of Control
Regulations. 10 CFR 30.34(b).

Criteria: Licensees must provide full information and obtain NRC’s prior written consent
before transferring control of the license, or, as some licensees cal it, “transferring the license.”

Discussion: Transferring control may be the result of mergers, buyouts, or majority stock

transfers. Although it isnot NRC'sintent to interfere with the business decisions of licensees, it

Is necessary for licensees to obtain prior NRC written consent. Thisisto ensure the following:

® Radioactive materials are possessed, used, or controlled only by persons who have valid NRC
licenses;

® Materials are properly handled and secured;

® Persons using these materials are competent and committed to implementing appropriate
radiological controls;

® A clear chain of custody is established to identify who is responsible for disposition of records
and licensed material; and

® Public health and safety are not compromised by the use of such materials.

Response from Applicant: None from an applicant for anew license; Appendix F, excerpted
from IN 89-25 (Rev. 1), “Unauthorized Transfer of Ownership or Control of Licensed
Activities,” dated December 7, 1994, identifies the information to be provided about transferring
control.

Reference: Seethe Notice of Availability (on the inside front cover of this report) to obtain
copies of IN 89-25 (Rev. 1), “Unauthorized Transfer of Ownership or Control of Licensed
Activities,” dated December 7, 1994, and IN 97-30, “Control of Licensed Material during



Reorganizations, Employee-Management Disagreements, and Financial Crises,” dated June 3,
1997. Information Notices are available on NRC's website at
<www.nrc.gov/nr¢/reference.html>

Notification of Bankruptcy Proceedings
Regulation: 10 CFR 30.34(h).

Criteria: Immediately following filing of voluntary or involuntary petition for bankruptcy for or
against alicensee, the licensee must notify the appropriate NRC Regional Administrator, 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 all regulatory requirements. NRC needs to know when licensees are in
bankruptcy proceedings in order to determine whether all licensed material is accounted for and
adequately controlled and whether there are any public health and safety concerns

(e.g., contaminated facility). 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: None at time of application for anew license. Licensees must
immediately notify NRC following the filing of a voluntary or involuntary petition for
bankruptcy for or against the licensee.

Reference: Seethe Notice of Availability (on the inside front cover of this report) to obtain
copies of Policy and Guidance Directive PG 8-11, “NMSS Procedures for Reviewing
Declarations of Bankruptcy,” dated September 8, 1996, and NRC Inspection Manual, Inspection
Procedure 87103, “Inspection of Material Licensees Involved in an Incident or Bankruptcy
Filing.”

8.3 1tem 3. Address(es) Where Licensed Material Will Be
Used or Possessed

Specify the street address, city, and state 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
facility. The descriptive address should be sufficient to allow an NRC inspector to find the
facility location. Sketches or street maps indicating the location of the proposed facility would
be helpful but are not required. A Post Office Box addressis not acceptable.

Figure 8.1 L ocation of Use. An acceptable location of use specifies street address, city, state,
and zip code and does not include a post office box number.

An NRC-approved license amendment is required before receiving, using and storing licensed
material at an address or location not listed on the license.



eing granted an NRC license does not relieve alicensee from complying with other applicable
ederal, State, or local regulations (e.g., local zoning regquirements).

Note: Asdiscussed later under “Financial Assurance and Record Keeping for
Decommissioning,” licensees must maintain permanent records describing where licensed
material was used or stored while the license was in force. Thisisimportant for making future
determinations about the release of these locations for unrestricted use (e.g., before the licenseis
terminated). Acceptable records are sketches, written descriptions of the specific locations or
room numbers where licensed material is used or stored, and any records of spills or other
unusual occurrences involving the spread of contamination in or around the licensee' sfacilities.

8.4 Item 4. Person to Be Contacted about this Application

Identify the individual who can answer questions about the application, and include his or her
telephone number. Thisindividual, usually the Radiation Safety Officer, will serve as the point
of contact during the review of the application and during the period of the license. If this
individual is not afull-time employee of the licensed entity, his or her position and relationship
should be specified. No individual other than the duly authorized applicant may, for any
licensing matter, act on behalf of the applicant or provide information without the applicant’s
written authorization. The NRC should be notified if the person assigned to this function
changes or if their telephone number changes. Notification of a contact change is for information
only and would not be considered an application for license amendment, unless the notification
involves a change in the contact person who is also the Radiation Safety Officer.

sindicated on NRC Form 313 (Appendix A), Items 5 through 11 should be submitted on
arate sheets of paper. Applicants may use Appendix C for this purpose and should note that
sing the suggested wording of responses and committing to using the model proceduresin this
eport will expedite NRC’ s review.

85I1tem 5: Radioactive M aterial

8.5.1 Unsealed And/or Sealed Byproduct M aterial

Regulations: 10 CFR 30.33, 10 CFR 32.72(a)(3), 10 CFR 30.32(g), 10 CFR 32.210,
10 CFR 30.32()).

Criteria: Applicants must submit information specifying each radionuclide requested; the form;
and the maximum activity to be possessed at any onetime. For sealed sources, the applicant
must also submit the manufacturer and model number of each requested sealed source.

Discussion: Each authorized radioisotope is listed on an NRC license by its element name,
form, and the maximum amount the licensee may possess at any one time (maximum possession
limit), as shown initems 6, 7, and 8 of the sample license in Appendix E.



Requests to license naturally-occurring radioactive material (NORM) and accel erator-produced
radioactive material should be made to the appropriate State regulatory agency. NRC does not
regulate NORM or accelerator-produced radioactive material.

The applicant should list each requested radioisotope by its el ement name and its mass number
(e.g., technetium-99m) initem 5. Note in the sample license in Appendix E that the NRC
provides broad authorization to permit radiopharmacy licensees flexibility to prepare and
distribute arange of radioisotopes as new radioactive drugs are developed. It is necessary to
specify whether the material will be acquired and used in unsealed or sealed form. The name of
the specific chemical compound that contains the radioisotope is not generally required.

For unsealed radioactive materia, it is also necessary to specify whether requested radioisotopes
will be handled in volatile or non-volatile form, since additional safety precautions are required
when handling and using material in avolatile form. For example, when requesting
authorization to possess and distribute iodine-131, the applicant must specify whether the
material will be manipulated at the radiopharmacy in avolatile form (e.g., compounding of
iodine-131 capsules) or received in the form in which it will be distributed (e.g., redistribution of
sealed, unopened vials of iodine-131). Applicants requesting authorization to manipulate volatile
radioactive material must describe appropriate facilities and engineering controls in response to
Section 8.9, “Facilities and Equipment,” and radiation safety procedures for handling of such
material in specific responses to Section 8.10.4, “ Occupational Dose;” Section 8.10.5, “Pubic
Dose;” Section 8.10.6, “ Safe Use of Radionuclides and Emergency Procedures;” and

Section 8.10.7, “Surveys.”

The anticipated possession limit in becquerels (Bq) or curies (Ci) for each radioisotope should
also be specified. Possession limits must include the total anticipated inventory, including
licensed material in storage and waste, and should be commensurate with the applicant’ s needs
and facilities for safe handling. Applicants should review the requirements for submitting a
certification for financial assurance for decommissioning before specifying possession limits of
any radioisotope with ahalf life greater than 120 days. These requirements are discussed in the
Section on Financial Assurance and Decommissioning.

Applicants will be authorized to possess and use only those sealed sources, such as calibration
and reference sources, that are specifically approved or registered by the NRC or an Agreement
State. A safety evaluation of sealed sources and devicesis performed by the NRC or an
Agreement State before authorizing a manufacturer (or distributor) to distribute them to specific
licensees. The safety evaluation is documented in a Sealed Source and Device (SSD)
Registration Certificate. Information on SSD registration certificates may be obtained by
contacting the Registration Assistant by calling NRC’ s toll-free number, (800) 368-5642,
extension 415-7231. Applicants must provide the manufacturer’ s name and model number for
each requested sealed source and device, so that NRC can verify that they have been evaluated in
an SSD Registration Certificate or specifically approved on alicense.

Consult with the proposed supplier, manufacturer, or distributor to ensure that requested sources
and devices are compatible with and conform to the sealed source and device designations



registered with NRC or an Agreement State. Licensees may not make any changes to the sealed
source, device, or source/device combination that would alter the description or specifications
from those indicated in the respective registration certificates, without obtaining NRC's prior
permission in alicense amendment. To ensure that applicants use sources and devices according
to the registration certificates, they may want to get a copy of the certificate and review it or
discuss it with the manufacturer.

safety evaluation of sealed sources and devicesis performed by NRC or an Agreement State
ef ore authorizing a manufacturer (or distributor) to distribute them to specific licensees. The
ety evaluation is documented in an SSD Registration Certificate. Information on SSD
egistration certificates is available on the NRC' s web site at
http://www.hsrd.ornl.gov/nrc/ssdrform.htm> and may al so be obtained by contacting the
egistration Assistant by calling NRC’ s toll free number, (800) 368-5642, Extension 415-7231.
or additional guidance relating to sealed sources and devices, see dso NUREG - 1556, Vol. 3.,
‘Applications for Sealed Source and Device Evaluation and Registration.”

The applicant must also request authorization to possess depleted uraniumif it will be used for
shielding of molybdenum-99/technetium-99m generators. Depleted uranium is frequently used
as shielding for generators when the molybdenum-99 activity is greater than 148 gigabecquerels
(4 curies). 10 CFR 40.13(c)(6) exempts depleted uranium from the requirements for alicense to
the extent that the material is used as a shipping container, such as when
molybdenum-99/technetium-99m generators are in transit from their manufacturer to the
pharmacy; however, a specific license or authorization from the NRC is needed to possess and
use the depleted uranium as a shield during the time that the pharmacy uses or stores the
generator at itsfacility. The applicant must specify the total amount of depleted uranium, in
kilograms, that will be needed.

If an applicant requests quantities of licensed material in excess of 10 CFR 30.72, “Schedule C -
Quantities of Radioactive Materials Requiring Consideration of the Need for an Emergency Plan
for Responding to a Release,” the applicant must either submit an emergency plan for responding
to arelease of radioactive materials or perform an evaluation showing that the maximum dose to
aperson offsite due to arelease of radioactive materials would not exceed 10 millisieverts (mSv)
(1 rem) effective dose equivaent or 50 mSv (5 rems) to the thyroid. For radiopharmacies,
iodine-131 is the radionuclide most likely to trigger the need for a emergency plan dueto its
Schedule C quantity of 10 curies.

Licensees must submit alicense amendment and receive NRC authorization before they may
make changes in the types, forms, and quantities of materials possessed.

Response from Applicant:

® For unsealed materials:
--ldentify each radionuclide (element name and mass number) that will be used, the
form, and the maximum requested possession limit.

AND




® For potentially volatile materials (e.g., iodine-131):
--Specify whether open containers of the materials will be manipulated at the
radiopharmacy.

® For sealed materials:
--ldentify each radionuclide (element name and mass number) that will be used in each
source;
--Provide the manufacturer’ s (distributor’s) name and model number for each sealed
source and device requested;
--Confirm that each sealed source, device, and source/device combination is registered
as an approved sealed source or device by NRC or an Agreement State; and
--Confirm that the activity per source and maximum activity in each device will not
exceed the maximum activity listed on the approved certificate of registration issued by
NRC or by an Agreement State.

® For depleted uranium, specify the total amount (in kilograms).

8.5.2 Financial Assurance and Recor dkeeping for Decommissioning
Regulations. 10 CFR 30.35, 10 CFR 30.34(b).

Criteria: A licensee authorized to possess radioactive material in excess of the limits specified
in 10 CFR 30.35 must submit a decommissioning funding plan (DFP) or provide a certification
of financial assurance (FA) for decommissioning. Evenif aDFP or FA is not required, licensees
arerequired to maintain, in an identified location, decommissioning records related to structures
and equipment where radioactive materials are used or stored and related to leaking sources.
Pursuant to 10 CFR 30.35(Qg), licensees must transfer records important to decommissioning to
either of the following:
® The new licensee before licensed activities are transferred or assigned according to

10 CFR 30.34(b); or
® The appropriate NRC regional office before the license is terminated.

Discussion: The requirements for financial assurance are specific to the types and quantities of
byproduct material authorized on alicense. Most commercial radiopharmacy applicants and
licensees do not need to take any action to comply with the financial assurance requirements,
because the vast mgority of radioactive materials they possess and redistribute do not have
half-lives greater than 120 days and the total inventory of licensed materials with half-lives
greater than 120 days do not exceed the thresholdsin 10 CFR 30.35(b) and (d).

Applicants requesting more than one radionuclide may determine whether financial assurance for
decommissioning is required by calculating, for each radionuclide with a half-life greater than
120 days possessed, the ratio between the activity possessed, in curies, and the radionuclide’s
threshold activity requiring financial assurance, in curies. If the sum of such ratiosfor all of the
radionuclides possessed exceeds “1” (i.e., “unity”), then applicants must submit evidence of
financial assurance for decommissioning.



The same regulation also requires that licensees maintain records important to decommissioning
inan identified location. All commercial nuclear pharmacy licensees need to maintain records of
structures and equipment where radioactive material was used or stored. As-built drawings with
modifications of structures and equipment shown as appropriate fulfill this requirement. If
drawings are not available, licensees shall substitute appropriate records (e.g., a sketch of the
room or building or a narrative description of the area) concerning the specific areas and
locations. If no records exist regarding structures and equi pment where radioactive materials
were used or stored, licensees shall make all reasonable efforts to create such records based upon
historical information (e.g. employee recollections). In addition, if radiopharmacy licensees have
experienced unusual occurrences (e.g., incidents that involve spread of contamination, leaking
sources), they also need to maintain records about contamination that remains after cleanup or
that may have spread to inaccessible areas.

or radiopharmacy licensees whose contamination incidents did not involve radioactive
aterials with half-lives exceeding 120 days and whose sealed sources have never |eaked,
ceptabl e records important to decommissioning are sketches or written descriptions of the
ecific locations where radioactive material was used or stored.

Response from Applicant: No response is needed from most applicants. If financial assurance
isrequired, submit the documentation required under 10 CFR 30.35. Regulatory Guide

(RG) 3.66, “ Standard Format and Content of Financial Assurance Mechanisms Required for
Decommissioning Under 10 CFR Parts 30, 40, 70, and 72,” dated June 1990, contains approved
wording for each of the mechanisms authorized by the regulation to guarantee or secure funds
except for the Statement of Intent for Government licensees.

LiDcenseas must transfer records important to decommissioning either to the new licensee before

icensed activities are transferred or assigned in accordance with 10 CFR 30.34(b) or to the
propriate NRC regional office before the license is terminated.

References: See Notice of Availability (on the inside front cover of this report) to obtain copies
of RG 3.66, “ Standard Format and Content of Financial Assurance Mechanisms Required for
Decommissioning Under 10 CFR Parts 30, 40, 70, and 72,” dated June 1990, and Policy &
Guidance Directive (P& GD) FC 90-2, Revision 1, “ Standard Review Plan for Evaluating
Compliance with Decommissioning Requirements,” dated April 30, 1991.

8.6 Item 6. Purpose(s) for Which Licensed Material Will Be
Used

Figure 8.2 Purpose Wheel. The distribution of radioactive materials by commercial
radiopharmacies is authorized by several distinct regulations. The appropriate regulation to
refer to depends on the nature of the material, the purpose(s) for which it will be used, and to
whomit is sent.

8.6.1 Distribution and Redistribution of Sealed and Unsealed M aterials



Regulations; 10 CFR 30.41; 10 CFR 32.71; 10 CFR 32.72; and 10 CFR 32.74.

Criteria: The applicant must specify the radioactive material it intends to distribute and
redistribute.

Discussion: Radiochemicals are those materials that either require further manipulation to be
suitable for human use or are not intended for human use. Examplesinclude raw materials
received from anon-10 CFR 32.72 supplier (chemical grade materials). Radioactive drugs are
those materials suitable for human use and include radiobiologics (e.g., monoclonal antibodies
and technetium-99m-tagged red blood cells) and radiopharmaceuticals. However, the terms,
“radiopharmaceutical” and “radioactive drug” will be used interchangeably in this guidance
document, and reference to one is not meant to exclude the other.

Distribution activities are normally classified as either “distribution” or “redistribution.”
“Distribution” applies to those radioactive drugs and radiochemicalsinitially prepared by the
pharmacy. “Redistribution” refers to those materials received from another person, authorized
pursuant to either 10 CFR 32.71, 10 CFR 32.72, or 10 CFR 32.74, depending on the product
distributed, i.e., in vitro kits, other radiopharmaceuticals, or sealed sources for medical use,
respectively.The distribution of radioactive materials to other persons requires specific approval
from the NRC, either by NRC regulation or by alicense authorizing the activity. Theinitia
distribution of radioactive drugs for medical use must be prepared by a person licensed pursuant
to 10 CFR 32.72. Theredistribution of in vitro kits and sealed sources containing byproduct
material for medical useis authorized pursuant to 10 CFR 32.71 and 32.74, respectively,
provided that the materials are not repackaged and the labels are not atered. Thein vitro kits and
sealed sources for medical use intended for redistribution must be initially distributed by a person
licensed pursuant to 10 CFR 32.71 or 10 CFR 32.74, respectively. Thetransfer of radioactive
materials for non-medical use, including radiochemicals, and sealed calibration and reference
sources, is authorized pursuant to 10 CFR 30.41.

All radioactive material listed above shall be distributed only to persons authorized by an NRC or
Agreement State license to receive such materials, or by ageneral license (10 CFR 31.11, or
equivaent Agreement State regulation) to receive in vitro test materials.

Initial distribution of unsealed byproduct material in the form of radiopharmaceutical s intended
for human diagnostic and therapeutic use by medical licensees comprises the bulk of virtually all
radiopharmacy activities. Prior to the transfer, distribution, or redistribution of any licensed
material, the radiopharmacy must verify that the transferee’ s license authorizes the receipt of the
type, form, and quantity of byproduct material to be transferred. The pharmacy should verify that
the address to which radioactive materials are delivered is an authorized location of use listed on
the customer’slicense. 10 CFR 30.41(d) lists five methods that can be used to meet the license
verification requirement. The most common form of verification isfor the radiopharmacy to
possess a valid copy of the customer’s NRC or Agreement State license or other applicable
document (e.g. in vitro registration certificate/NRC Form 483).

Response From Applicant: Provide the following, as applicable:



For radiopharmaceuticals:

Confirm that radiopharmaceuticals will be prepared under the supervision of an ANP or will be
obtained from a supplier authorized pursuant to 10 CFR 32.72, or under equivalent Agreement
State requirements; and

Describe all licensed material to be distributed or redistributed.

For generators:

® Confirm that the generators will be obtained from a manufacturer licensed pursuant to
10 CFR 32.72, or under equivalent Agreement State requirements; and

e Confirm that unused generators will be redistributed without opening or altering the
manufacturer’ s packaging.

For redistribution of used generators:

® Describe the procedures and instructions for safely repackaging the generators, including the
use of the manufacturer’s origina packaging and minimization of migration of radioactive
fluids out of the generator during transport;

® Confirm that the manufacturer’s packaging and labeling will not be atered;

® Confirm that the generator will not be distributed beyond the expiration date shown on the
generator label;

® Confirm that the redistributed generator will be accompanied by the manufacturer-supplied
leaflet or brochure that provides radiation safety instructions for handling and using the
generator; and

e Confirm that only generators used in accordance with the manufacturer’ s instructions will be redistributed.

Note: Although redistribution of used generators may be authorized by the NRC, NRC approval
does not relieve the licensee from complying with applicable FDA or other Federal and State
requirements.

For redistribution of sealed sources — for brachytherapy or diagnosis:

® Confirm that the sealed sources for brachytherapy or diagnosis to be redistributed will be
obtained from a manufacturer authorized to distribute sealed sources for brachytherapy or
diagnosis in accordance with a specific license issued pursuant to 10 CFR 32.74, or under
equivalent Agreement State requirements; and

e Confirm that the manufacturer’s packaging, labeling, and shielding will not be altered and that
redistributed sources will be accompanied by the manufacturer-supplied package insert,
leaflet, brochure, or other document that provides radiation safety instructions for handling
and storing the sources.

For redistribution of calibration and reference sealed sources:
o Confirm that calibration and reference sealed sources to be redistributed to medical use
licensees will be obtained from a person licensed pursuant to 10 CFR 32.74 or under



equivalent Agreement State requirements, to initially distribute such sources; and

e Confirm that the manufacturer’ s labeling and packaging will not be atered and that
redistributed sources will be accompanied by the manufacturer-supplied calibration certificate
and the leaflet, brochure, or other document that provides radiation safety instructions for
handling and storing the sources.

For redistribution of prepackaged units for in vitro tests:

e Confirm that the prepackaged units for in vitro tests to be redistributed will have been
obtained from a manufacturer authorized to distribute the prepackaged units for in vitro tests
in accordance with a specific license issued pursuant to 10 CFR 32.71, or under an equivalent
license of an Agreement State.

For redistribution to general licensees:

e Confirm that the manufacturer’ s packaging and labeling of the prepackaged units for in vitro
tests will not be altered in any way; and

e Confirm that each redistributed prepackaged unit for in vitro tests will be accompanied by the
manufacturer-supplied package insert, leaflet, or brochure that provides radiation safety
instructions for general licensees.

For redistribution to specific licensees:

e Confirm that the labels, package insert, leaflet, brochure, or other documents accompanying
the redistributed prepackaged units for in vitro tests will NOT reference general licenses,
exempt quantities, or NRC'’ s regulations that authorize a general license (e.g., 10 CFR 31.11);
and

e Confirm that the labeling on redistributed prepackaged units for in vitro tests will conform to
the requirements of 10 CFR 20.1901 and 20.1904.

8.6.2 Preparation of Radiophar maceuticals

Regulation: 10 CFR 32.72(b).Criteria: The preparation of radiopharmaceuticals for
commercial distribution to medical users requires specific authorization.

Discussion: The bulk of radiopharmacy activities involve the preparation of
radiopharmaceuticals for commercia distribution to medical users.

Response From Applicant: The applicant should indicate the types of radiopharmaceutical
preparation activitiesit intends to perform (e.g., compounding of iodine-131 capsules,
radioiodination, and technetium-99m kit preparation).

8.6.3 Sealed Sourcesfor Calibration and Checks and Possession of Depleted
Uranium

Regulation: 10 CFR 30.33; 10 CFR 30.32(g); 10 CFR 32.210.

Criteria: The applicant must specify the uses for sealed sources for reference and calibration



and depleted uranium for shielding.

Discussion: The applicant should describe the intended use of sealed sources. Thiswill
normally be for calibration and checks performed only on the applicant’ s instruments and
equipment. Any sources intended for use in a specific instrument calibration device should be
identified, along with the manufacturer and model number of the device. The use of depleted
uranium for shielding, (e.g., incorporated into molybdenum-99/technetium-99m generators)
should also be specified, if appropriate.

Response from Applicant: Supply specific information concerning the use of sealed sources for
reference and calibration and depleted uranium.

8.6.4 Service Activities
Regulation: 10 CFR 30.33(a)(1).

Criteria: The applicant must specify the radiation protection services it intends to provide to
other licensees (e.g., customers), if the service involves the applicant’ s possession of licensed
material (calibration sources and leak test samples).

Discussion: If the applicant intends to provide radiation protection services to customers, the
services must be described. Typically these services include instrument calibration and sealed
source leak testing. Specific guidance regarding requests to provide service activities is included
in Draft Regulatory Guides FC 412-4, “Guide for the Preparation of Applicationsfor Licenses for
the Use of Radioactive Materialsin Leak-Testing Services,” and FC 413-4, “Guide for the
Preparation of Applications for Licenses for the Use of Radioactive Materiasin Calibrating
Radiation Survey and Monitoring Instruments.”

Response from Applicant: Specify the customer radiation protection servicesinvolving
licensed material that will be provided. The applicant must submit specific procedures for al
service activities that it intends to provide.

References: Seethe Notice of Availability on theinside front cover of this report to obtain

copies of:

® Draft Regulatory Guide FC 412-4, “Guide for the Preparation of Applicationsfor Licensesfor
the Use of Radioactive Materialsin Leak-Testing Services’; and

® Draft Regulatory Guide FC 413-4, “Guide for the Preparation of Applications for Licenses for
the Use of Radioactive Materialsin Calibrating Radiation Survey and Monitoring
[nstruments’

8.7 Item 7. Individual(s) Responsible for Radiation Safety
Program and Their Training Experience



Regulations. 10 CFR 30.33(a)(3).

Criteria: The Radiation Safety Officer (RSO), Authorized Users (AUs), and Authorized
Nuclear Pharmacists (ANPS) must have adequate training and experience.

Discussion: Individuals responsible for the radiation protection program are licensee senior
management, the RSO, ANPs, and AUs. NRC requires that an applicant be qualified by training
and experience to use licensed materials for the purposes requested in such a manner as to protect
health and minimize danger to life or property. Subpart Jof 10 CFR Part 35 and

10 CFR 32.72(b) give specific criteriafor acceptable training and experience for ANPs. The
minimum training and experience criteriafor RSOs and AUs, though not specifically described
in NRC'’ sregulations for radiopharmacy licensees, should include a bachelor’ sdegreein a
physical science, or equivalent, and previous experience handling and supervising similar
activities. Applicants should note that arésumé or a curriculum vitae does not usually supply all
the information needed to evaluate an individual’ s training and experience.

NRC holds the licensee responsible for the radiation protection program; therefore, it is essential
that strong management controls and oversight exist to ensure that licensed activities are
conducted properly. Management responsibility and liability are sometimes underemphasized or
not addressed in applications and are often poorly understood by licensee employees and
managers. Senior management should delegate to the RSO, in writing, sufficient authority,
organizational freedom, and management prerogative to communicate with and direct personnel
regarding NRC regulations and license provisions and to terminate unsafe activities involving
byproduct material. The licensee maintains the ultimate responsibility, nevertheless, for the
conduct of licensed activities.

Response from Applicant: Refer to the subsequent sections specific to the individuals
described above. Applicants should submit an organizational chart describing the management
structure, reporting paths, and the flow of authority between executive management and the RSO.

8.7.1 Radiation Safety Officer (Rso)
Regulations. 10 CFR 30.33(a)(3).

Criteria: Each licensee must appoint a qualified individua to act as the Radiation Safety Officer
(RSO). The RSO must have adequate training and experience.

Discussion: NRC requires the name, training, and experience of the proposed RSO to ensure
that the applicant has identified aresponsible, qualified person to oversee the radiation safety
program. When selecting an RSO, the applicant should keep in mind the duties and
responsibilities of the position, and select an individual who is qualified and has the time and
resources to fulfill those duties and responsibilities. Typical duties and responsibilities of a
radiopharmacy RSO are included in Appendix H.

The RSO needs alevel of basic technical knowledge sufficient to understand the work to be



performed with byproduct materials at the radiopharmacy and to be qualified by training and
experience to perform the duties required for that position. Any individual who has sufficient
training and experience to be named as an authorized nuclear pharmacist (ANP) isaso
considered qualified to serve as the facility RSO. The sameistrue for an authorized user (AU)
who has had adequate training and experience in the radiation safety aspects associated with the
use of similar types of byproduct material.

The training and experience requirements for the RSO may be met by any of the following:

® Qualification asan ANP;

® |dentification as an AU on the license and experience in the use of the types and quantities of
licensed material for which the individual has RSO responsibilities; and

® Didactic and work experience.

In order to demonstrate adequate training and experience, the RSO should have (1) asa
minimum, a college degree at the bachelor level, or equivalent training and experiencein
physical, chemical, biological sciences, or engineering; and (2) training and experience
commensurate with the scope of proposed activities. Training should include the following
subjects:

e Radiation protection principles;

Characteristics of ionizing radiation;

Units of radiation dose and quantities,

Radiation detection and measurement instrumentation;

Biological hazards of exposure to radiation (appropriate to types and forms of byproduct
material to be used);

NRC regulatory requirements and standards; and

® Hands-on use of radioactive materials commensurate with the uses proposed by the applicant.

The length of training and experience will depend upon the type, form, quantity, and proposed
use of the licensed material requested. The proposed RSO’ s training and experience should be
sufficient to identify and control the anticipated radiation hazards. The requisite training may be
obtained from formal courses consisting of lectures and |aboratories designed for RSOs
presented by academic institutions, commercial radiation safety consulting companies, or
appropriate professional organizations. Each hour of training may be counted only once and
should be allocated to the most representative topic.

On-the-job training may not be counted toward the hours documenting length of training unless it

was obtained as part of aformal training course. A “formal” training course is one that

Incorporates the following elements:

® A detailed description of the content of the course is maintained on file at the sponsoring
institution and can be made available to the NRC upon request;

® FEvidence that the sponsoring institution has examined the student’ s knowledge of the course
content is maintained on file at the institution and can be made available to NRC upon
request. This evidence of the student’s overall competency in the course material should
include afinal grade or percentile; and

® A permanent record that the student successfully completed the courseis kept at the



institution.

Response from Applicant: Provide the following:
® Name of the proposed RSO;

AND

® A copy of thelicense (NRC or Agreement State) that authorized the uses requested and on
which the individual was specifically named as the RSO, an ANP, or an AU;

OR
® Description of the training and experience demonstrating that the proposed RSO is qualified
by training and experience applicable to commercial nuclear pharmacies.

Note: See Appendix G for convenient formats to use for documenting hours of training in basic
radlioi sotope handling techniques and hours of experience using radioisotopes. Figures G-1 and
G-2 are specific to RSO training and experience.

8.7.2 Authorized Nuclear Pharmacist (Anp)
Regulations. 10 CFR 32.72 (b)(2) and (4); 10 CFR 35.2; 10 CFR 35.972; and 10 CFR 35.980.

Criteriaz ANP must be a State-licensed or State-registered pharmacist with adequate training
and experience.

Discussion: Each commercial nuclear pharmacy must have an authorized nuclear pharmacist to
prepare or supervise the preparation of radioactive drugs for medical use. Any individual whois
not qualified to be an authorized nuclear pharmacist may work under the supervision of an
authorized nuclear pharmacist.

The criteriafor a pharmacist to work as an ANP at a commercial radiopharmacy are described in
10 CFR 32.72 (b)(2) and (4). This section of the regulation refers to the definition of an ANPin
10 CFR 35.2, “Definitions,” the training and experience criteria described in 10 CFR 35.980,
“Training for an Authorized Nuclear Pharmacist,” and recentness criteria described in

10 CFR 35.972, “Recentness of Training.” Successful completion of training as described in

10 CFR 35.980, within 7 years preceding the date of the application, is evidence of adequate
training and experience. Additional training and experience may be necessary if the time interval
IS greater than 7 years. Applicants may find it convenient to present this documentation using a
format similar to Figures G-3 and G-4 in Appendix G. Each hour of training may be listed only
once, (i.e., under the most applicable category). The recentness of training requirements apply to
board certification as well as to other recognized training pathways.

On-the-job training may not be counted toward the hours listed above unless it was obtained as
part of aformal training course. A “formal” training course is one that incorporates the
following elements:



A detailed description of the content of the course is maintained on file at the sponsoring
institution and can be made available to the NRC upon request;

Evidence that the sponsoring institution has examined the student’ s knowledge of the course
content is maintained on file at the institution and can be made available to NRC upon
request. This evidence of the student’s overall competency in the course material should
include afinal grade or percentile; and

A permanent record that the student successfully completed the courseis kept at the
institution.

Response from Applicant: For each proposed ANP, provide the following:

Name of the pharmacist;

AND
A copy of the State pharmacy licensure or registration for the pharmacist;

AND
A copy of the license (NRC or Agreement State) on which the individual was specifically
named as an ANP,

OR
A copy of the permit maintained by alicensee of broad scope that identifies the individual as
ANP;

OR
A copy of previous NRC license issued to acommercial radiopharmacy prior to December 2,
1994, on which the pharmacist was specifically named as an authorized user;

OR
A copy of the pharmacist’s certification(s) from the radiopharmacy board(s) approved by the
NRC;

OR
Description of the training and experience demonstrating that the proposed ANP is qualified
by training and experience; and written certification, signed by a preceptor ANP, that the
above training and experience has been satisfactorily completed and that the individual has
achieved alevel of competency sufficient to independently operate a nuclear pharmacy;

AND
Description of the recentness of training, if necessary.

Note: ANPs approved by corporate nuclear pharmacy radiation safety committees are not
recognized under the criteriaunder 10 CFR 32.72 (b). For these individuals, the applicant must
provide a description of their training and experience to the NRC for review.

8.7.3 Authorized Users (Au)



Regulations. 10 CFR 30.33(a)(3).

Criteria: Authorized users (AUs) must have adequate training and experience with the types
and quantities of licensed material that they propose to use.

Discussion: If the applicant intends to perform functions other than the preparation and
distribution of radioactive drugs, the applicant may request that an individual other than an ANP
perform and/or supervise those functions. Thisindividual, if approved, would be designated on
the license asan AU. These other functions may include leak testing of sealed sources or
instrument calibration services for the pharmacy and its customers; however, the term Authorized
User, as used in this document should not be confused with the definition of an “Authorized
User” contained in 10 CFR 35.2 for medical use.

In order to demonstrate adequate training and experience, the proposed AU should have (1) asa
minimum, a college degree at the bachelor level, or equivalent training and experiencein
physical, chemical, biological sciences, or engineering; and (2) training and experience
commensurate with the scope of proposed activities. Training should include the following
subjects:

e Radiation protection principles;

Characteristics of ionizing radiation;

Units of radiation dose and quantities,

Radiation detection and measurement instrumentation;

Biological hazards of exposure to radiation (appropriate to types and forms of byproduct
material to be used);

NRC regulatory requirements and standards; and

® Hands-on use of radioactive materials commensurate with uses proposed by the applicant.

The length of training and experience listed above will depend upon the type, form, quantity, and
proposed use of the licensed material requested. The proposed AU’ s training and experience
should be sufficient to identify and control the anticipated radiation hazards. The above training
may be obtained from formal radiation safety courses consisting of lectures and |aboratories
presented by academic institutions, commercial radiation safety consulting companies, or
appropriate professional organizations. Each hour of training may be counted only once and
should be allocated to the most representative topic.

On-the-job training may not count toward the hours listed above unless it was obtained as part of

aformal training course. A “formal” training course is one that incorporates the following

elements:

® A detailed description of the content of the course is maintained on file at the sponsoring
institution and can be made available to the NRC upon request;

® Evidence that the sponsoring institution has examined the student’ s knowledge of the course
content is maintained on file at the institution and can be made available to NRC upon
request. This evidence of the student’s overall competency in the course material should
include afinal grade or percentile; and

® A permanent record that the student successfully completed the courseis kept at the



institution.

The AU must demonstrate training and experience with the type and quantity of material that is
to be used at the pharmacy. For example, someone with training and experience only with
microcurie quantities of unsealed radioactive material may not be qualified to use or supervise
the use of higher activity sealed radioactive sources for instrument calibration. Applicants
should pay particular attention to the type of radiation involved. For example, someone
experienced with gamma emitters may not have appropriate experience for high energy beta
emitters.

Response from Applicant: For each proposed Authorized User (AU):
® Name of each proposed AU,

AND
® |dentify types, quantities, and proposed uses of licensed material;

AND
® A copy of license (NRC or Agreement State) on which the individual was specifically named
asan AU for the types, quantities, and proposed uses of licensed materias,

OR
® A copy of the permit maintained by alicensee of broad scope that identifies the individual as
an AU for the types, quantities, and proposed uses of licensed materials;

OR
® Description of the training and experience demonstrating that the proposed AU is qualified by
training and experience to use the requested licensed materials. The applicant may find it
convenient to describe this training and experience using aformat similar to Figures G-1 and
G-2in Appendix G.

8.8 1tem 8. Training for Individuals Workingin or
Freguenting Restricted Areas (I nstructionsto
Occupationally Exposed Workersand Ancillary Personnel)

8.8.1 Occupationally Exposed Workersand Ancillary Personnel

Regulations: 10 CFR 19.12, 10 CFR 20.1101(a), and 10 CFR 30.33(a)(3).

Criteria: Individuals working with licensed material must receive radiation safety training
commensurate with their assigned duties and specific to the licensee’ s radiation safety program.
In addition, those individuals who, in the course of employment, are likely to receivein ayear a
dose in excess of 100 mrem (1 mSv) must be instructed according to 10 CFR 19.12.

Discussion: 10 CFR 20.1101(a) requires each licensee to develop, document, and implement a



radiation protection program commensurate with the scope and extent of licensed activities and
sufficient to ensure compliance with Part 20. Each individual working with radioactive material
must be trained in the radiation safety procedures applicable to their job before beginning work
with licensed materials. Licensees should not assume that safety instruction has been adequately
covered by prior employment or training. Practical, site-specific training should be provided for
al individuals prior to beginning work with, or in the vicinity of, licensed material. Training
should also be performed whenever there is asignificant change in duties, procedures,
regulations, or terms of the license. Each individual should also receive periodic refresher
training at a frequency sufficient to ensure that all staff remain adequately trained.

Additional training isrequired if an individual islikely to receive adose in excess of 1 mSv
(2100 mrem) in ayear. ANPs and othersinvolved in the preparation of radiopharmaceuticals are
most likely to receive doses in excess of 1 mSv (100 mrem) in ayear; however, potential
radiation doses received by all employees must also be evaluated. The evaluation must include
consideration of assigned activities during both normal and abnormal situationsinvolving
exposure to radiation and/or radioactive material that can reasonably be expected to occur during
licensed activities.

If individuals making deliveries of radioactive material at the licensee’s facility are likely to
receive adose in excess of 1 mSv (100 mrem) in ayear from the licensee’s activities, the licensee
Isresponsible for ensuring that the person has received the training specified in 10 CFR Part 19,
regardless of whether that person is an employee of the licensee. If the training has been
provided by someone else (such as the shipper or another licensee), the licensee does not have to
provide training except for instruction in site-specific radiation hazards. Thisissueis discussed
in NRC Generic Letter 95-09, “Monitoring and Training of Shippers and Carriers of Radioactive
Materials,” dated November 3, 1995.

Training may be in the form of lecture, demonstrations, videotape, or self-study, and should
emphasize practical subjectsimportant to the safe use of licensed material. A method should be
provided for individual s receiving instructions and training to ask questions. The licensee should
determine whether the training succeeded in conveying the desired information and adjust the
training program as necessary. The person conducting the training should be a qualified
individual (e.g., the RSO, an ANP, AU, or radiation safety professional familiar with the
licensee’ s program).

Licensee personnel who work in the vicinity of, but do not handle radioactive materias (ancillary
staff), are not required to have radiation safety training as long as they are not likely to receive

1 mSv (100 mrem) in ayear; however, to minimize potential radiation exposure when ancillary
staff are working in the vicinity of radioactive material, it is prudent for them to work under the
supervision and in the physical presence of an ANP/AU or to be provided some basic radiation
safety training. Such ancillary staff should be informed of the nature and location of the
radioactive material and the meaning of the radiation symbol, and should be instructed not to
handle radioactive materials and to keep away from it as much as their work permits.

Some ancillary staff, although not likely to receive doses over 1 mSv (100 mrem), should receive



training to ensure adequate security and control of licensed material. Licensees may provide
these individuals with training commensurate with their assignments in the vicinity of the
radioactive material to ensure the control and security of the material.

The guidance in Appendix N may be used by the applicant to develop atraining program.

Response from Applicant: State, “We have developed and will implement and maintain
written procedures for atraining program for each group of workers, including: topics covered;
qualifications of the instructors; method of training; method for assessing the success of the
training; and the frequency of training and refresher training.”

References: For hard copies of NRC Generic Letter 95-09, “Monitoring and Training of
Shippers and Carriers of Radioactive Materials,” dated November 3, 1995, see the Notice of
Availability (on theinside front cover of this report).

8.8.2 Personnel Involved in Hazar dous M ater ials Package Preparation and
Transport

Regulation: 49 CFR 172.700; 49 CFR 172.702; 49 CFR 172.704.

Criteria: Applicants must train personnel involved in the preparation and transport of hazardous
material packagesin the applicable DOT regulations.

Discussion: Licensees who prepare packages of radioactive materials or who transport their own

packages must provide training to their employees who perform those functions. The training

must include:

® General awareness and familiarization training designed to provide familiarity with DOT
requirements, and the ability of the employee to recognize and identify hazardous materials,

® Function-specific training concerning the DOT requirements that are specifically applicable to
the functions the employee performs, (e.g., if the employee’'s duties require affixing DOT
radioactive labels to packages, the employee must receive training in DOT’ s regul ations
governing package labeling); and

® Safety training concerning emergency response information, discussed above; measures to
protect the employee and other employees from the hazards associated with the hazardous
materials to which they may be exposed to in the workplace; and methods of avoiding
accidents, such as the proper procedures for handling packages containing hazardous
materials.

The training must be provided initialy, and every 3 years thereafter. Records of training must be
maintained.Note: The licenseeis not responsible for providing DOT-required hazardous
materials training to common carriers to whom the pharmacy offers radioactive materials
packages for transport.



Response from Applicant: Submit the following statement: “We have developed and will
implement and maintain written procedures for training personnel involved in hazardous
materials package preparation and transport that meet the requirementsin 49 CFR 172.700,
49 CFR 172.702, and 49 CFR 172.704, as applicable.”

8.8.3 Instruction for Supervised I ndividuals Preparing Radiophar maceuticals
Regulation: 10 CFR 32.72(b)(1); 10 CFR 35.25(b).

Criteria: Individuals who prepare byproduct material for medical use under the supervision of
an authorized nuclear pharmacist must be instructed in the preparation of byproduct material for
medical use, the principles of radiation safety, and the licensee’ s procedures for the use of
byproduct material; follow the instructions given; and must have their work and records kept to
reflect their work periodically reviewed by the supervising ANP.

Discussion: The applicant must instruct supervised individuals in the preparation of byproduct
material for medical use and require those individuals to follow their instructions, the written
radiation protection program, license conditions, and NRC regulations. The supervising ANP
must review the work of supervised individuals in the preparation of byproduct material for
medical use and the records kept to reflect that work. If an authorized nuclear pharmacist is
always physically present when radioactive drugs are prepared, supervision may be fulfilled by
the day-to-day instruction and review of the supervised individual by the ANP.

An ANP s considered to be supervising the use of radioactive materials when directing

personnel in the conduct of operations involving licensed materials. The ANP need not be
present at all times during the use of such materials; however, the supervising ANP is responsible
for ensuring that personnel under supervision have been properly trained and instructed. The
supervising ANP is therefore responsible for the supervision of operations involving the use of
radioactive materials whether or not he or sheis present.

NRC regulations do not relieve the licensee from complying with applicable Department of
Health and Human Services (Food and Drug Administration), other Federal, and State
requirements governing radioactive drugs. From an NRC perspective, if the supervision
requirements are met, it is permissible for the licensee to alow the supervised individual to
prepare radiopharmaceutical s without the presence of the ANP; however, some States require
that a pharmacist be physically present during the preparation and dispensing of pharmaceuticals,
including radioactive drugs. It isthe licensee' s responsibility to ensure that its practices comply
with any additional State requirements concerning this issue.

Response from Applicant: No response from the applicant is necessary. Supervision will be
reviewed during inspection.

8.9 Item 9: Facilitiesand Equipment



Regulations; 10 CFR 32.72(a)(2); 10 CFR 30.33(a)(2), 10 CFR 20.1406, 10 CFR 20.1101(h),
10 CFR 30.35 (g).

Criteria: Radiopharmacies must demonstrate that they are a pharmacy. Facilities and
equipment must be adequate to protect health and minimize danger to life or property, minimize
the likelihood of contamination, and keep exposures to workers and the public ALARA.

Discussion: Applicants must demonstrate that they are a pharmacy by submitting evidence of at
least one of the following:

® Licensure as apharmacy by a State Board of Pharmacy; and

® Operation as anuclear pharmacy within a Federal medical institution.

If the registration or license has not been issued by the State Board of Pharmacy at the time of
application, the applicant may provide it at alater date, but prior to license issuance from NRC.

Applicants must provide NRC with documentation demonstrating that their facilities and
equipment provide sufficient engineering controls and barriers to protect the health and safety of
the public and their employees. The facilities and equipment must also keep exposures to
radiation and radioactive materials ALARA, and minimize the risks from the uses of the types
and quantities of radioactive materials. The applicant should provide clear delineations between
its restricted and unrestricted areas through the use of barriers, postings, and worker instructions.

Applicants may delay completing facilities and acquiring equipment until after the application
review is completed, in case changes are required as aresult of the application review. Thisalso
ensures the adequacy of the facilities and equipment before the applicant makes a significant
financial commitment. In all cases, the applicant cannot possess or use licensed materia until
after the facilities are approved, equipment is procured, and the license is issued.

Applicants are reminded that records important to decommissioning are required to be
maintained in an identifiable location. For further information, see the section entitled,
“Financial Assurance and Record Keeping for Decommissioning.”

Figure 8.3 Typical Facility Diagram.

Response from Applicant: Applicants must provide: Copies of their registration or license
from a State Board of Pharmacy as a pharmacy; or evidence that they are operating as a nuclear
pharmacy within a Federal medical institution;

Note: There may be jurisdictions that do not recognize the practice of commercial
radiopharmacy. In those cases, the applicant must submit evidence that it is registered or
licensed with the FDA as a drug manufacturer.

AND
® Description of the facilities and equipment to be made available at each location where
radioactive material will be used. A diagram should be submitted showing the applicant’s



entire facility and identify activities conducted in all contiguous areas surrounding the facility
(see Figure 8.3, above). Diagrams should be drawn to a specified scale, or dimensions should
be indicated.

Include the following information:

® Descriptions of the area(s) assigned for the receipt, storage, preparation, and measurement of
radioactive materials and the location(s) for radioactive waste storage;

e Sufficient detail in the diagram to indicate |ocations of shielding, the proximity of radiation
sources to unrestricted areas, and other items related to radiation safety;

® A general description of the ventillation system including representative equipment such as
glove boxes or fume hoods. Pertinent airflow rates, differential pressures, filtration
equipment, and monitoring systems should be described in terms of the minimum
performance to be achieved. Confirm that such systems will be employed for the use or
storage of radioactive materials with the probability of becoming airborne, such as
compounding radioiodine capsules and dispensing radioiodine solutions; and

e Veification that ventilation systems ensure that effluents are within the dose limits of
10 CFR 20.1301, the ALARA contraints for air emissions established under
10 CFR 20.1101(d), and are ALARA.

8.10 Item 10: Radiation Safety Program

8.10.1 Audit Program
Regulations. 10 CFR 20.1101, 10 CFR 20.2102.

Criteria: Licensees must review the content and implementation of their radiation protection

programs annually to ensure the following:

® Compliance with NRC and DOT regulations (as applicable), and the terms and conditions of
thelicensg;

® Occupational doses and doses to members of the public are ALARA (10 CFR 20.1101); and

® Records of audits and other reviews of program content are maintained for 3 years.

Discussion: Appendix | contains a suggested audit program that is specific to commercial
radiopharmacies and is acceptable to NRC. All areasindicated in Appendix | may not be
applicable to every licensee, and al items may not need to be addressed during each audit. For
example, licensees do not need to address areas which do not apply to their activities, and
activities which have not occurred since the last audit need not be reviewed at the next audit.

Currently, the NRC’ s emphasis during inspections is to perform actual observations of work in
progress. Asapart of their audit programs, applicants should consider performing unannounced
audits of the radiopharmacy to observe whether radiation safety procedures are being

followed, etc.

It is essential that once identified, problems be corrected comprehensively and in atimely
manner; Information Notice (IN) 96-28, “ Suggested Guidance Relating to Devel opment and



Implementation of Corrective Action,” provides guidance on this subject. The NRC will review
the licensee' s audit results and determine if corrective actions are thorough, timely, and sufficient
to prevent recurrence. If violations are identified by the licensee and these steps are taken, the
NRC can exercise discretion and will normally elect not to cite aviolation. The NRC'sgoal isto
encourage prompt identification and prompt, comprehensive correction of violations and
deficiencies. For additional information on NRC’ s use of discretion on issuing violations, refer
to the current version of NUREG - 1600, “General Statement of Policy and Procedures for NRC
Enforcement Actions.”

Licensees must maintain records of audits and other reviews of program content and
implementation for three years from the date of the record. NRC has found audit records that
contain the following information to be acceptable: date of audit, name of person(s) who
conducted the audit, persons contacted by the auditor(s), areas audited, audit findings, corrective
actions, and follow-up.

Response from Applicant: No responseisrequired. The licensee' s program for auditing its
radiation safety program will be reviewed during inspection.

References: The current version of NUREG - 1600 is available electronically at
<http://www.nrc.gov>. INsare availablein the “Reference Library” on NRC's Home Page at
<http://www.nrc.gov>. For hard copies of NUREG - 1600, IN 96-28, and IP 87117,
“Radiopharmacy Programs,” see the Notice of Availability (on the inside front cover of this

report).

8.10.2 Radiation Monitoring I nstruments
Regulations: 10 CFR 20.1501; 10 CFR 32.72(c); 10 CFR 30.33(a)(2); 10 CFR 20.2103(a).

Criteria: Licensees must possess radiation monitoring instruments to eval uate possible radiation
hazards that may be present. Instruments used for quantitative radiation measurements must be
calibrated periodically for the radiation measured.

Discussion: Licensees must possess calibrated radiation detection/measurement instruments to
perform, as necessary, the following:

® Package surveys,

Personnel and facility contamination measurements;

Sealed source |esk tests;

Air sampling measurements,

Bioassay measurements;

Effluent release measurements; and

Dose rate surveys

For the purposes of this document, radiation monitoring instruments are defined as any device
used to measure the radiological conditions at alicensed facility. Some of the instruments that
may be used to perform the above functions include:



Portable or stationary count rate meters;

Portable or stationary dose rate or exposure rate meters;
Single or multichannel analyzers,

Liquid Scintillation Counters (LSC);

Gamma counters;

Proportional counters,

Solid state detectors; and

Hand and foot contamination monitors.

Figure 8.5 Examples of Portable and Stationary Survey Instruments Used by Radiopharmacies.

The choice of instrument should be appropriate for the type of radiation to be measured and for
the type of measurement to be taken (count rate, dose rate, etc.). Radiopharmaciestypically use a
broad energy range of gamma and beta radiation emitters and need to use radiation detectors
appropriate for those energies. Figure 8.5 illustrates some common survey instruments used for
contamination surveys. Applicants should discuss the types of instruments to be used for each
type of survey to be performed and the availability of a sufficient quantity of these instruments at
their facility.

Instrument calibrations may be performed by the pharmacy or by another person specifically
authorized by NRC, an Agreement State, or alicensing state to perform that function. If the
pharmacy utilizes the services of another person for instrument calibration, the pharmacy should
ensure that person has been authorized by either the NRC, an Agreement State, or alicensing
State to perform that activity. Appendix J provides information about instrument specifications
and model calibration procedures.

Response from Applicant: Provide one of the following:

® A statement that: “We will use equipment that meets the radiation monitoring instrument
specifications and implement the model survey meter calibration program published in
Appendix Jto NUREG - 1556, Val. 13, * Program-Specific Guidance About Radiopharmacy
Licenses dated September 19997

OR
® A statement that: “We will use equipment that meets the radiation monitoring instrument
specifications published in Appendix Jto NUREG - 1556, Vol. 13, ‘ Program-Specific
Guidance About Radiopharmacy Licenses dated September 1999, and instruments will be
calibrated by other persons authorized by the NRC, an Agreement State, or alicensing State to
perform that service’;

OR

® A description of alternative minimum equipment to be used for radiation monitoring and/or
alternative procedures for the calibration of radiation monitoring equipment.



8.10.3 Material Receipt and Accountability

Regulations: 10 CFR 20.1501(a), 10 CFR 20.2001, 10 CFR 20.1801, 10 CFR 20.1802,
10 CFR 20.1906, 10 CFR 20.2201, 10 CFR 30.41, 10 CFR 30.51.

Criteria: Licensees must ensure the security and accountability of licensed material and must
open packages safely.

Discussion: Asillustrated in Figure 8.6, licensed materials must be tracked from receipt to
disposal in order to ensure accountability, identify when licensed material could be lost, stolen,
or misplaced, and ensure that possession limits listed on the license are not exceeded. Licensees
exercise control over licensed material accountability by including the following items (as
applicable) in their radiation protection program:

® Physical inventories of sealed sources at intervals not to exceed 6 months,

Ordering and receiving licensed material;

Package opening;

Maintaining material inventory within license possession limits;

Transfer of material, including distribution; and

Disposal of material.

Licensees are required to develop, implement, and maintain written procedures for safely
opening packages in accordance with 10 CFR 20.1906. Some packages may require special
procedures that take into consideration the type, quantity, or half-life of the nuclide being
delivered.

A model procedure for safely opening packages containing licensed materialsisincluded in
Appendix P.

NRC regulationsin 10 CFR 20.1906(b) and (c) state the requirements for monitoring packages
containing licensed material. These requirements are described in Table 8.1, below.

Table 8.1 Package Monitoring Requirements

| Package | Contents |  Survey Type |  Survey Time*
| abeled (Whitel, Gas or Special Form  |Radiation Level As soon as practicable,
Yellow I, Yellow I1) but not later than 3
Greater Than Type A hours after receipt of
package
| abeled (Whitell, Not Gas Nor Special  |Contamination As soon as practicable,
Yellow I1, Yelow Ill) |Form but not later than 3
Radiation Level hours after receipt of
Greater Than Type A package




| Package | Contents |  SurveyType |  Survey Time*
| abeled (Whitell, Gas or Special Form  [None None
Yellow I, Yellow I)
Less Than Type A
| abeled (Whitell, Not Gas Nor Special  |Contamination As soon as practicable,
Yellow I1, Yelow Ill) |Form but not later than 3
hours after receipt of
Less Than Type A package

Not Labeled

|Licensed Material

|None

|None




| Package | Contents |  Survey Type |  Survey Time*

amaged Licensed Material Contamination As soon as practicable,
but not later than 3
Radiation Level hours after receipt of
package

utside of normal working hours, the licensee has three hours after the beginning of the next

E/Assumes packages are received during normal working hours. If packages are received
ork day to perform the required surveys.

10 CFR 20.1906(d) requires that the licensee immediately notify the final delivery carrier and
NRC Operations Center when removabl e radioactive surface contamination exceeds the limit of
22 disintegrations per minute per square centimeter (dpm/cm?) averaged over 300 cm?; or
external radiation levels exceed 2.0 mSv/hr (200 mrem/hr) at the surface.

Figure 8.6 Accountability. Licensees must maintain records of receipt, transfer, and disposal
of licensed material.

Licensees must secure and control licensed material and should have a means of promptly
detecting losses of licensed material. 10 CFR 20.1801 and 20.1802 require licensees to secure
radioactive materials from unauthorized removal or access while in storage and to control and
maintain constant surveillance over licensed material that is not in storage.

Licenses will normally contain specific conditions requiring the licensee to perform inventories
and leak tests of sealed sources every six months (see sample license in Appendix E). Sincethe
leak tests require an individual to locate and work with the sealed source, records of leak tests
may be used as part of an inventory and accountability program. Sourcesin storage that are used
infrequently may not require leak testing; however, the inventory must still be performed at the
specified interval.

With regard to unsealed licensed material, licensees use various methods (e.g., computer
programs, manual ledgers, log books) to account for receipt, use, transfer, disposal, and
radioactive decay. These methods help to ensure that possession limits are not exceeded.

Table 8.2 list the types and retention times for the records of receipt, use, transfer, and disposal
(aswaste) of all licensed material the applicant must maintain. Other records such as transfer
records could be linked to radioactive material inventory records.

Table 8.2 Record Maintenance

| Type of Record | How Long Record Must be Maintained
eceipt For aslong as the material is possessed until 3
years after transfer or disposal
Transfer |For 3 years after transfer

bisposal |U ntil NRC terminates the license




|mportant to decommissioning |Until the siteiis released for unrestricted use

Material accountability records typically contain the following information:

e Radionuclide and activity (in units of becquerels or curies), and date of measurement of
byproduct material;

® For each sealed source, manufacturer, model number, location and, if needed for
identification, serial number and as appropriate, manufacturer and model number of device
containing the sealed source;

® Date of the transfer and name and license number of the recipient, and description of the
radioactive materia (e.g., radionuclide, activity, manufacturer’ s name and model number,
serial number); and

® [or licensed materials disposed of as waste, include the radionuclide, activity, date of
disposal, and method of disposal (decay, sewer, €tc.).

See the section on “Waste Disposal” for additional information.

nformation about |ocations where licensed material is used or stored are among the records
mportant to decommissioning and required by 10 CFR 30.35(g). See also the section on
‘Financial Assurance and Record Keeping for Decommissioning.”

Response from Applicant: Provide the following statements:
® “We have developed, and will implement and maintain, written procedures for safely opening
packages that meet the requirementsin 10 CFR 20.1906”;

AND

® “Wewill conduct physical inventories of sealed sources of licensed material at intervals not to
exceed 6 months’;

AND

® “We have developed, and will implement and maintain written procedures for licensed
material accountability and control to ensure that:
—Jicense possession limits are not exceeded,;
--licensed material in storage is secured from unauthorized access or removal;
--licensed material not in storage is maintained under constant surveillance and control;
and
--records of receipt, transfer, and disposal of licensed material are maintained.”

8.10.4 Occupational Dose

Regulations: 10 CFR 20.1501, 10 CFR 20.1502, 10 CFR 20.1201, 10 CFR 20.1202,
10 CFR 20.1203, 10 CFR 20.1204, 10 CFR 20.1207, 10 CFR 20.1208, 10 CFR 20.2106,
10 CFR 20 Appendix B.

Criteria: Each licensee shall evaluate the potential occupationa exposures of all workers and



monitor occupational exposure to radiation when required.

Discussion: The licensee should perform an evaluation of the dose the individual islikely to
receive prior to alowing theindividual to receive the dose (prospective evaluation). When
performing the prospective evaluation, only a dose that could be received at the facilities of the
applicant or licensee performing the evaluation needs to be considered. These estimates can be
based on any combination of work location radiation monitoring, survey results, monitoring
results of individualsin similar work situations, or other estimates to produce a “ best estimate”
of the actual dose received. For individuals who have received doses at other facilitiesin the
current year, the previous dose need not be considered in the prospective evaluation if monitoring
was not required at the other facilities. This evaluation need not be made for every individual;
evaluations can be made for employees with similar job functions or work areas. Further
guidance on evaluating the need to provide monitoring is provided in Regulatory Guide 8.34,
“Monitoring Criteriaand Methods to Cal culate Occupational Doses, dated July 1992.”

If the prospective evaluation shows that an individual’ s dose is not likely to exceed 10% of any
applicable regulatory limit, the individual is not required to be monitored for radiation exposure
and there are no recordkeeping or reporting requirements for doses received by that individual.
If the prospective dose evaluation shows that the individua islikely to exceed 10% of an
applicable limit, monitoring is required.

Licensees shall monitor worker exposures for:

Adults who are likely to receive an annual dose in excess of any of the following:
5mSv (0.5 rem) deep-dose equivalent;

15 mSv (1.5 rems) eye dose equivalent;

50 mSv (5 rems) shallow-dose equivalent to the skin; and

50 mSv (5 rems) shallow-dose equivalent to any extremity.

Minors who are likely to receive an annual dose in excess of any of the following:
® 1.0 mSv (0.1 rem) deep-dose equivalent;

® 1.5mSv (0.15 rem) eye dose equivalent;

® 5 mSv (0.5 rem) shallow-dose equivalent to the skin; and

® 5mSv (0.5 rem) shallow-dose equivalent to any extremity.

Declared pregnant women who are likely to receive an annual dose from occupational exposures
in excess of 1.0 mSv (0.1 rem) deep-dose equivalent, although the dose limit applies to the entire
gestation period.

Internal exposure monitoring is required for:

® Adultslikely to receivein 1 year an intake in excess of 10% of the applicable ALIsfor
Ingestion and inhal ation; and

® Minors and declared pregnant women likely to receive in 1 year a committed effective dose
equivaent in excess of 1.0 mSv (0.1 rem).



If anindividual islikely to receivein 1 year a dose greater than 10% of any applicable limit (see
Figure 8.7 for annua dose limits for adults), monitoring for occupational exposure is required.
ANPs and radiopharmacy technologists are generally likely to receive 10% of the limits for
occupational dose. Most radiopharmacies provide these empl oyees with whole body and
extremity monitors.

Figure 8.7 Annual Dose Limitsfor Occupationally Exposed Adults.

OTAL EFFECTIVE DOSE EQUIVALENT (TEDE) = DEEP DOSE FROM EXTERNAL
XPOSURE + DOSE FROM INTERNALLY DEPOSITED RADIONUCLIDES

Most licensees use either film badges or thermoluminescent dosimeters (TLDs) that are supplied
by a NV LAP-approved processor to monitor for external exposure. The exchange frequency for
film badges is generally monthly due to technical concerns about film fading. The exchange
frequency for TLDsis generally quarterly. Applicants should verify that the processor is
NVLAP-approved. Consult the NVLAP-approved processor for its recommendations for
exchange frequency and proper use. If monitoring is required, then the licensee must maintain
records of the monitoring regardless of the actual dose received.

The types and quantities of radioactive material used at most commercial radiopharmacies
provide a reasonable possibility for an internal intake by ANPs and radiopharmacy technol ogists.
Uses such as preparing radioiodine capsules from liquid solutions, and opening and dispensing
from vials containing millicurie quantities of radioiodine and other isotopes require particular
caution. Precautionary measures for personnel to follow during iodine capsule preparation
should involve the use of afume hood and glove box or shoulder length gloves (see Appendix Q
for additional guidance on precautionary measures). To monitor internal exposure from such
operations, most pharmacies institute a routine bioassay program to periodically monitor these
workers.

A program for performing thyroid uptake bioassay measurements should include adequate
equipment to perform bioassay measurements, procedures for calibrating the equipment,
including factors necessary to convert counts per minute into becquerel or microcurie units and
should address the technical problems commonly associated with performing thyroid bioassays
(e.g., statistical accuracy, attenuation by neck tissue). Thyroid bioassay procedures should also
specify the interval between bioassays, action levels, and the actions to be taken at those levels.
Generally, thyroid uptake bioassay measurements at radiopharmacies are performed weekly for
those workers who routinely handle radioiodine or are in the immediate vicinity when
radioiodine is being handled. For guidance on developing bioassay programs and determination
of internal occupationa dose and summation of occupational dose, refer to Regulatory Guide 8.9,
Revision 1, Acceptable Concepts, Models, Equations and Assumptions for a Bioassay Program”
dated July 1993, Regulatory Guide 8.34, “Monitoring Criteria and Methods to Calculate
Occupational Doses,” dated July 1992, and NUREG - 1400, “Air Sampling in the Workplace,”
dated September 1993.

Response from Applicant: Submit the following statement: “We have developed and will



implement and maintain written procedures for monitoring occupational dose that meet the
requirementsin 10 CFR 20.1501, 10 CFR 20.1502, 10 CFR 20.1201, 10 CFR 20.1202,

10 CFR 20.1203, 10 CFR 20.1204, 10 CFR 20.1207, 10 CFR 20.1208, 10 CFR 20.2106, as
applicable.”

Note: Some licensees choose to monitor their workers for reasons other than compliance with
NRC requirements (e.g., in response to worker requests).

References: National Institute of Standards and Technology (NIST) Publication 810, “National
Voluntary Laboratory Accreditation Program Directory,” is published annually and is available
electronically at <http://ts.nist.gov/nviap>. NIST Publication 810 can be purchased from GPO,
whose URL is <http://www.gpo.gov>. ANSI N322 may be ordered electronically at
<http://www.ansi.org> or by writing to ANSI, 1430 Broadway, New York, NY 10018. Seethe
Notice of Availability (on the inside front cover of this report) to obtain copies of Regulatory
Guide 8.7, Revision 1, “Instructions for Recording and Reporting Occupational Radiation
Exposure Data,” dated June 1992; Regulatory Guide 8.9, Revision 1, Acceptable Concepts,
Models, Equations and Assumptions for a Bioassay Program” dated July 1993; Regulatory
Guide 8.34, “Monitoring Criteria and Methods to Calculate Occupational Radiation Doses,”
dated July 1992 and NUREG - 1400, “Air Sampling in the Workplace,” dated September 1993.

8.10.5 Public Dose

Regulations: 10 CFR 20.1003, 10 CFR 20.1101(d), 10 CFR 20.1301, 10 CFR 20.1302,
10 CFR 20.1801, 10 CFR 20.1802, 10 CFR 20.2107, 10 CFR 20.2203.

Criteria: Licensees must do the following:

® Ensurethat licensed materia will be used, transported, stored, and disposed of in such away
that members of the public will not receive more than 1 mSv (100 mrem) (TEDE) in one year
from licensed activities,

® Ensurethat air emissions of radioactive materia to the environment will not result in
exposures to individual members of the public in excess of 0.1 mSv (10 mrem) (TEDE) in one
year from those emissions,

® Ensure that the dose in any unrestricted areawill not exceed 0.02 mSv (2 mrem) in any one
hour, from licensed operations; and

® Prevent unauthorized access, removal, or use of licensed material.

Discussion: “Public dose” isdefined in 10 CFR Part 20 as “the dose received by a member of
the public from exposure to radiation and/or radioactive material released by alicensee, or to any
other source of radiation under the control of alicensee.” Public dose excludes doses received
from background radiation, sanitary sewerage discharges from licensees, and from medical
procedures. Whether the dose to an individual is an occupational dose or a public dose depends
on theindividual’s assigned duties. It does not depend on the area (restricted, controlled, or
unrestricted) the individual isin when the doseisreceived. For guidance about accepted
methodologies for determining dose to members of public, please refer to Appendix K.



There are many possible internal dose pathways that contribute to the TEDE. The TEDE can,
however, be broken down into three major dose pathway groups:

1. Airborne radioactive material;
2. Waterborne radioactive materia ; and
3. External radiation exposure.

The licensee should review these major pathways and decide which are applicable to its
operations. The licensee must ensure that the total effective dose equivalent from all exposure
pathways arising from licensed activities does not exceed 1.0 mSv (100 mrem) to the maximally
exposed member of the public. In addition, the licensee must control air emissions, such that the
individual member of the public likely to receive the highest total effective dose equivalent
(TEDE) does not exceed the constraint level of 0.1 mSv (10 mrem) per year from those
emissions. If exceeded, the licensee must report this, in accordance with 10 CFR 20.2203, and
take prompt actions to ensure against recurrence.

Licensees should design a monitoring program to ensure compliance with 10 CFR 20.1101(d)
and 20.1302(b). The extent and frequency of monitoring will depend upon each licensee' s needs.
For additional guidance regarding monitoring of effluents, refer to the section entitled,
“Radiation Safety Program - Surveys.”

During NRC inspections, licensees must be able to provide documentation demonstrating, by
measurement or calculation, that the TEDE to the individual member of the public likely to
receive the highest dose from the licensed operation does not exceed the annual limit and the
dose constraint. See Appendix K for examples of methods to demonstrate compliance.

Response from Applicant: No responseis required from the applicant in alicense application,
but records demonstrating compliance will be examined during inspection.

8.10.6 Safe Use of Radionuclides and Emer gency Procedures

Regulations: 10 CFR 20.1101, 10 CFR 20.1801, 10 CFR 20.1802, 10 CFR 20.2201,
10 CFR 20.2202, 10 CFR 20.2203, 10 CFR 30.34(g), 10 CFR 30.50, 10 CFR 19.11(a)(3).

Criteria: Licensees arerequired to do the following:

® Keep radiation doses to workers and members of the public ALARA;
® Ensure security of licensed material; and

® Make the required notifications of eventsto NRC.

Discussion: Licensees are responsible for the security and safe use of all licensed material from
thetimeit arrives at their facility until it is used, transferred, and/or disposed. Licensees should
develop written procedures to ensure safe use of licensed material, and the procedures should
also include operational and administrative guidelines. The written procedures should provide



reasonable assurance that only appropriately trained personnel will handle and use licensed
material without undue hazard to workers or members of the public.

General Safety Procedures

The written procedures should include the following elements:
Contamination controls;

Waste disposal practices;

Personnel and area monitoring (including limits);

Use of protective clothing and equipment;

Safe handling of radioactive materias;

Recording requirements;

Reporting requirements; and

Responsibilities.

These procedures should include policies for:

Fregquency of personnel monitoring;

e Performing molybdenum-99 breakthrough measurements on each elution from a generator;

® Use of appropriate shielding (see Figure 8.8);

® Frequent glove changes to minimize exposure to the individual and to avoid spread of
contamination in the laboratory; and

® Specia procedures for higher risk activities, such as use of radioiodine.

Applicants should also develop radioisotope-specific procedures based on the respective hazards
associated with the radioisotopes. General safety guidelines are described in Appendix Q.
Applicants should use these guidelines to aid in the development of their own procedures for the
safe use of radioisotopes.

Licensees should determine if they have areas that require posting in accordance with

10 CFR 20.1902, unless they meet the exemptions listed in 10 CFR 20.1903. Also, containers of
licensed materia (including radioactive waste) must be labeled in accordance with

10 CFR 20.1904, unless they meet the exemptionsin 10 CFR 20.1905.

Figure 8.8 Use of Appropriate Shielding.

Emergency Procedures

Accidents and emergencies can happen during any operation with radioisotopes, including their
receipt, transportation, use, transfer, and disposal. Such incidents can result in contamination or
release of material to the environment and unintended radiation exposure to workers and
members of the public. In addition, loss or theft of licensed material, and fires involving
radioactive material can adversely affect the safety of personnel and members of the public.
Applicants should therefore develop and implement procedures to minimize, to the extent
practical, the potential impact of these incidents on personnel, members of the public, and the
environment.



Applicants should establish written procedures to handle events ranging from aminor spill to a
major accident that may require intervention by outside emergency response personnel. These
procedures should include provisions for immediate response, after-hours notification, handling
of each type of emergency, equipment, and the appropriate roles of staff and the radiation safety
officer. In addition, the licensee should develop procedures for routine contacts with its local fire
department to inform them of its operations and identify locations of radioactive materials and
elevated radiation levelsin the event of their response to afire. Except for minor spillsor
releases of radioactivity that can be controlled and cleaned up by the user, licensee staff should
have a clear understanding of their limitationsin an emergency with step-by-step instructions and
clear direction of whom to contact. The licensee should establish clear delineations between
minor contamination events, minor spills, and major spills and events.

Emergency spill response materials should be strategically placed in well-marked locations for
use by al trained staff. All equipment should be periodically inspected for proper operation and
replenished as necessary. Appendix Q includes model emergency procedures. Applicants may
adopt these procedures or develop their own incorporating the safety features included in these
model procedures.

Certain incidents and emergencies require notification of NRC. Appendix T provides alisting of
major NRC reporting and notification requirements relevant to commercial radiopharmacies.

Response from Applicant: Submit the following statement:

“We have developed and will implement and maintain written procedures for the safe use of

radioactive materials that address:

e Facility and personnel radioactive contamination minimization, detection, and control;

e Performing molybdenum-99 breakthrough measurements on all generator elutions used to
prepare radioactive drugs for human medical use; and

® Use of protective clothing and equipment by personnel

that meet the requirementsin 10 CFR 20.1101, 10 CFR 20.1801, 10 CFR 20.1802,
10 CFR 30.34(g), and 10 CFR 19.11(a)(3) as applicable’;

AND

“We have devel oped and will implement and maintain written procedures for identifying and

responding to emergencies involving radioactive material, including:

® | ogt, stolen, or missing licensed material;

® Exposuresto personnel and the public in excess of NRC regulatory limits;

® Releases of licensed materialsin effluents and the sanitary sewer in excess of NRC regulatory
limits;

® Excessiveradiation levels or radioactive material concentrations in restricted or unrestricted
aress,

e Radioactive spills and contamination;

® Fires, explosions, and other disasters with the potential for the loss of containment of licensed



material; and
® Routine contacts with local fire departments

that meet the requirementsin 10 CFR 20.1101, 10 CFR 20.2201-2203, and 10 CFR 30.50, as
applicable.”

Reference: Seethe Notice of Availability on the inside front cover of this report to obtain
copies of: NUREG - 1460, Revision 1, “Guide to NRC Reporting and Recordkeeping
Requirements,” dated July 1994.

8.10.7 Surveys
Regulations. 10 CFR 30.53, 10 CFR 20.1501, 10 CFR 20.2103.

Criteria: Licenseesare required to make surveys of potential radiological hazardsin their
workplace. Records of survey results must be maintained.

Discussion: Surveys are evaluations of radiological conditions and potential hazards (see
Figure 8.9). These evaluations may be measurements (e.g., radiation levels measured with
survey instrument or results of wipe tests for contamination), calculation, or a combination of
measurements and calculations. The selection and proper use of appropriate instrumentsis one
of the most important factorsin ensuring that surveys accurately assess the radiol ogical
conditions. In order to meet regulatory requirements for surveying, measurements of
radioactivity should be understood in terms of its properties (i.e., apha, beta, gamma) and
compared to the appropriate limits.

Figure 8.9 Typesof Surveys. There are many different types of surveys performed by
radiopharmacy licensees.

Radiation surveys are used to detect and eval uate contamination of

Facilities (restricted and unrestricted areas);

e Equipment;

® |ncoming and outgoing radioactive packages; and

® Personnel (during use, transfer, or disposal of licensed material) (see Figure 8.10).

Surveys are also used to plan work in areas where licensed material or radiation exists and to
evaluate doses to workers and individual members of the public.

Figure 8.10 Personnel Surveys. Users of unsealed licensed material should check themselves
for contamination (frisk) before leaving the restricted areas within the radiopharmacy.

Figure 8.11 Typical Surveys at Radiophar macy.

Surveys are required when it is reasonable under the circumstances to evaluate a radiol ogical
hazard and when necessary for the licensee to comply with the appropriate regulations. Many
different types of surveys may need to be performed due to the particular use of licensed



materials. The most important are as follows:

® Surveys for radioactive contamination that could be present on surfaces of floors, walls,
laboratory furniture, and equipment;

® Measurements of radioactive material concentrationsin air for areas where
radiopharmaceuticals are handled or processed in unsealed form and where operations could
expose workers to the inhalation of radioactive material (e.g. radioiodine) or where licensed
material isor could be released to unrestricted areas;

® Bioassays to determine the kinds, quantities or concentrations, and in some cases, the location
of radioactive material in the human body. Radioiodine uptake in aworker’sthyroid gland is
commonly measured by external counting using a specialized thyroid detection probe;

® Surveysof external radiation exposure levelsin both restricted and unrestricted areas; and

® Surveys of radiopharmaceutical packages entering (e.g., from suppliers and returns from
customers) and departing (e.g., prepared radiopharmaceuticals for shipment to customers).

The frequency of routine surveys depends on the nature, quantity, and use of radioactive
materials, as well as the specific protective facilities, equipment, and procedures that are
designed to protect workers from external and internal exposure. Also, the frequency of the
survey depends on the type of survey, such as those listed above. Appendix R, “Radiation
Surveys,” contains amodel procedure for radiation survey frequencies.

Not all instruments can measure a given type of radiation (e.g. alpha, betaand gamma). The
presence of other radiation may interfere with a detector’ s ability to measure the radiation of
interest. The energy of the radiation may not be high enough to penetrate some detector windows
and be counted. The correct selection, calibration and use of radiation detection instrumentsis
an important aspect of any radiation safety program.

10 CFR Part 20 does not specify limits for surface contamination, but it does specify dose limits
for unrestricted areas (2 millirem in any one hour) and posting requirements (5 millirem in any
one hour for “Radiation Areas’). Each applicant should propose and justify their removable
surface contamination and radiation level action limits that will require action to (1) reduce the
contamination or radiation level; or (2) institute additional restrictions on accessto the area. See
TablesR.1and R. 2in Appendix R for guidance on surface contamination limits acceptable to
the NRC.

Undetected Contamination and L oss of Control of Licensed Material

Due to the large quantities of licensed material in liquid form often handled by radiopharmacy
personnel, there can be a greater potential for radioactive material contamination. Radiation
surveys, if properly conducted as outlined in this section, will normally detect contamination
before it leaves the licensee’ s restricted area (e.g., radiopharmceutical preparation and packaging
areas). If detected within the restricted area during or shortly following radiopharmaceutical
preparation, the licensee can normally compl ete standard decontamination activities to mitigate
the spread of the contamination outside the restricted area.

There have been several instances involving NRC licensees, including radiopharmacies, in which



contamination has not been detected (usually due to no survey being done, or else an inadequate
survey being performed) and which isinadvertently removed from the restricted area. Typically
the contamination has been deposited on an outgoing package containing radioactive material,
the skin or clothing of alicensee employee leaving the facility, or both. Once the contamination
leaves the licensee' s restricted area, control of the radioactive material islost. At this point the
contamination has a high probability of reaching public locations outside the radiopharmacy
including one or more of its customers (e.g., a hospital). Contamination incidents such asthis
can create public health, regulatory, and public relations problems for licensees. In virtually all
cases, the events could have been avoided if licensee personnel had performed an adequate
radiation survey to detect the contamination before leaving the restricted area. NRC Information
Notice 98-18, “Recent Contamination Incidences Resulting From Failure to Perform Adequate
Surveys,” dated May 13, 1998, describes some such incidents involving NRC licensees followed
by a summary of the NRC requirements to perform adequate and timely surveys.

Response from Applicant: Submit the following statement: “We have developed and will
implement and maintain written procedures for a survey program that specifies the performance
of radiation and contamination level surveysin restricted and unrestricted areas, personnel
contamination monitoring, action levels, and the frequencies and records maintenance of those
surveys and monitoring that meet the requirementsin 10 CFR 30.53, 10 CFR 20.1501, and

10 CFR 20.2103, as applicable.”

References: Seethe Notice of Availability on theinside front cover of this report to obtain
copies of NRC Information Notice 98-18, “Recent Contamination Incidences Resulting From
Failure to Perform Adequate Surveys,” dated May

8.10.8 Dosage M easur ement Systems 13, 1998.
Regulations. 10 CFR 32.72(c).

Criteria: Commercial radiopharmacy licensees must possess and use instrumentation capable of
accurately measuring the radioactivity in radioactive drugs.

Discussion: Dueto the potential for radiopharmacy errors to adversely affect their customers
(medical facilities) and their customers’ patients, each dosage of aradioactive drug must be
measured prior to transfer to provide high confidence that the correct amount of the radioactive
drug is transferred in accordance with the customer’ s request.

The applicant must have procedures for the use of the instrumentation, including the
measurement, by direct measurement or by combination of measurement and calculation, of the
amount of radioactivity in dosages of alpha-, beta-, or photon-emitting radioactive drugs prior to
their transfer for commercial distribution.

These procedures must ensure that the dose calibrator, or other dose measurement system,
functions properly. Thisisaccomplished by performing periodic checks and tests prior to first
use, followed by checks at specified intervals, and following repairs that could affect system



performance. Equipment used to measure dosages that emit gamma, alpha, or betaradiation
must be calibrated for the applicable radionuclide being measured. Currently, no alpha-emitting
nuclides are used in unsealed form in medicine; therefore, guidance is not provided in this
document on the measurement of these radionuclides. For photon-emitters, activity measurement
isafairly straightforward determination; however, for beta-emitters, a correction factor is often
necessary to accurately determine the activity. There are inherent technical difficultiesto
overcome in the determination and application of beta-correction factors. These difficulties
include dependence on geometry, lack of an industry standard for materials used in the
manufacture of both vials and syringes, and lack of a National Institute of Standards and
Technology (NIST) traceable standard for all radionuclides currently in use. If radiopharmacies
intend to initially distribute, i.e., measure, prepare, and label, beta-emitting radionuclides, the
applicant must provide the calculation to demonstrate its ability to accurately dispense such
materials. If the applicant intends to use beta-correction factors supplied by the instrument
manufacturer, or other entity, it should include a means for ensuring the accuracy of the supplied
factor. If radiopharmacy applicants intend to only redistribute beta-emitting radionuclides that
have been previously prepared and distributed by other persons licensed pursuant to

10 CFR 32.72, then the correction factor calculation is not required.

Licensees must assay patient dosages in the same type of vial and geometry as used to determine
the correct dose calibrator settings. The use of different vials or syringes may result in
measurement errors, for example, due to the variation of bremsstrahlung created by interaction
between beta particles and the differing dosage containers. Licensees are reminded that beta
emitters should be shielded using a low-atomic-numbered material to minimize the production of
bremsstrahlung, followed by a high-atomic-numbered material thick enough to attenuate the
bremsstrahlung intensity.

For each dose measurement system, specific periodic tests must be performed, as appropriate to
the system, to ensure correct operation. Typically, all systems must be checked each day of use
for constancy to ensure continued proper operation of the system. In addition, other appropriate
tests may include accuracy (for the range of energies to be measured), linearity (for the range of
activities to be measured), and geometry dependence (for the range of volumes and product
containers).

The applicant should ensure that it possesses a sufficient number of such instruments to alow for
periods when instruments are out of service for repair and calibration.

Appendix O contains amodel procedure for dose calibrator testing.

Response from Applicant: The applicant shall describe the types of systems (measurement or
combination of measurement and calculation) it intends to use for the measurement of alpha-,
beta-, and photon-emitting radioactive drugs;

AND

For each dose measurement system used to measure the amount of radioactivity in alpha-, beta-,



or photon-emitting radioactive drugs, state: “We have developed, and will implement and
maintain awritten procedure for the performance of dose measurement system checks and tests
that meets the requirementsin 10 CFR 32.72(c)";

AND

If applicable, the applicant must include a sample calculation for determining beta-correction
factors for dose calibrators with ionization chambers;

adiopharmacies that intend to initially distribute (i.e., measure, prepare, and label) beta-
itting radionuclides must provide the calculation to demonstrate its ability to accurately
ispense such materials; however, a correction factor calculation is not required if
adiopharmacy applicants intend to only redistribute beta-emitting radionuclides that were
reviously prepared and distributed by others who are licensed pursuant to 10 CFR 32.72.

OR

If applicable, the applicant must include a means for ensuring the accuracy of beta-correction
factors supplied by the instrument manufacturer, or other entity.

8.10.9 Transportation

Regulations: 10 CFR 71.5, 10 CFR 71.12, 10 CFR 71.13, 10 CFR 71.14, 10 CFR 71.47,
10 CFR 71.87, 49 CFR Parts 171-178, 10 CFR 20.1101, 10 CFR 30.41, 10 CFR 30.51.

Criteria: Applicants who will prepare for shipment, ship, or transport radioactive materials,
including radioactive waste, must devel op, implement, and maintain safety programs for the
transport of those materials to ensure compliance with NRC and U.S. Department of
Transportation (DOT) regulations.

Discussion: In accordance with a Memorandum of Understanding between the DOT and NRC,
the NRC inspects and enforces DOT’ s regul ations governing the transport of radioactive
materials by the NRC'’ s licensees.

The types and quantities of radioactive materials shipped by commercial radiopharmacy licensees
will nearly always meet the criteriafor shipment in a“Type A" package, as defined by the DOT.
The requirements for these packages include the provisions for shipping papers, packaging

design standards, package marking and labeling, and radiation and contamination level limits.

For radiopharmacies who transport their own packages, the packages must be blocked and
braced, and shipping papers must be used and located properly in the driver’s compartment.

Packaging used by commercial radiopharmacies typically includes military ammunition boxes,
“briefcases,” and cardboard/fiberboard boxes. These packages will normally meet the criteriafor
“Type A” quantities, which must meet specified performance standards to demonstrate that they
will maintain the integrity of containment and shielding under normal conditions of transport.



Such packages will normally withstand minor accident situations and rough handling conditions.
Thetesting criteriafor Type A packages arelisted in 49 CFR 173.465. Before offeringaType A
package for shipment, the shipper is responsible for ensuring that the package has been tested to
meet the criteriafor the contents and the configuration to be shipped and maintaining a certificate
of testing. Shippers are not required to personally test the packages, but must ensure that the
testing was performed before use and maintain arecord of the testing.

DOT regulations also require that individuals who perform functions related to the packaging and
shipment of radioactive material packages receive training specific to those functions. The
training must include a general awareness of DOT requirements, function-specific training for
theindividuals duties, and safety training. DOT also specifies the frequency of the training and
arecord retention requirement for training (see section 8.8.2).

An outline of DOT and NRC requirements generally relevant to commercial radiopharmacy
operations is included for applicant and licensee reference in Appendix M.

Response from Applicant: No responseisrequired. The licensee’s program for transportation
of radioactive materials will be reviewed during inspection.

References: “A Review of Department of Transportation Regulations for Transportation of
Radioactive Materials,” can be obtained be calling DOT’ s Office of Hazardous Material
Initiatives and Training at (202) 366-4425. The Memorandum of Understanding with DOT on
the Transportation of Radioactive Material, signed June 6, 1979, is available from NRC upon
request.

8.10.10 Minimization of Contamination
Regulations: 10 CFR 20.1406.

Criteria: Applicants for new licenses must describe how facility design and procedures for
operation will minimize, to the extent practicable, contamination of the facility and the
environment, facilitate eventual decommissioning, and minimize, to the extent practicable, the
generation of radioactive waste.

Discussion: All applicants for new licenses need to consider the importance of designing and
operating their facilities to minimize the amount of radioactive contamination generated at the
site during its operating lifetime and to minimize the generation of radioactive waste during
decontamination. In the case of commercial radiopharmacy applicants, these issues usually do
not need to be addressed as a separate item, as they are included in responses to other items of the
application.

The bulk of unsealed radioactive material utilized by radiopharmacies have short half-lives
(under 120 days). These radionuclides do not pose a source of long-term contamination.
Additionally, nearly all radioactive waste generated by radiopharmaciesis stored for decay rather
than transferred to a radioactive waste disposal facility.



The licensee may possess and redistribute sealed sources that contain radionuclides with long
half lives. These sealed sources have been approved by NRC or an Agreement State and, if used
according to the respective SS& D Registration Certificate, usually pose little risk of
contamination. Leak tests performed at the frequency specified in the SS& D Registration
Certificate should identify defective sources. Leaking sources must be immediately withdrawn
from use and decontaminated, repaired, or disposed of according to NRC requirements. These
steps minimize the spread of contamination and reduce radioactive waste associated with
decontamination efforts.

Response from Applicant: The applicant does not need to provide aresponse to this item under
the following condition. NRC will consider that the above criteria have been met if the
applicant’ s responses meet the criteriain the following sections: Facilities and Equipment;
Radiation Safety Program - Safe Use of Radionuclides and Emergency Procedures; Radiation
Safety Program - Surveys; Radiation Safety Program - Leak Testing; and Waste Management, of
NUREG - 1556, Vol. 13, “Consolidated Guidance About Materials Licenses, Program Specific
Guidance About Commercial Radiopharmacies,” dated September 1999.

8.10.11 Radioactive Drug L abeling for Distribution

Regulations: 10 CFR 20.1901; 10 CFR 20.1904; 10 CFR 20.1905; 10 CFR 30.34(g); and
10 CFR 32.72(3)(4).

Criteria: Thelabels affixed to radioactive drugs for distribution must have the required color,
symbol, and wording.

Discussion: The licensee must label each “transport radiation shield” to show the radiation
symbol as described in 10 CFR 20.1901. The label must aso include the words “CAUTION,
RADIOACTIVE MATERIAL” OR “DANGER, RADIOACTIVE MATERIAL,” the name of the
radioactive drug or its abbreviation, and the quantity of radioactivity at a specified date and time.
The phrase “transport radiation shield” refersto the primary shield for the radioactive drug,
which may include the syringe, vial, or syringe or vial shield. The “transport radiation shield”
should be constructed of material appropriate for the isotope to be transferred for commercial
distribution. The “transport radiation shield” does not refer to the outer suitcase, packaging, or
other carrying device, even though that barrier may provide some radiation shielding.

The licensee must label each syringe, vial, or other container (e.g., generator or ampule) used to
hold radioactive drugs to be transferred for commercial distribution to show the radiation
symbol, as described in 10 CFR 20.1901. The label must include the words “CAUTION,
RADIOCACTIVE MATERIAL” OR “DANGER, RADIOACTIVE MATERIAL,” and an
identifier that ensures the syringe, vial, or other container can be correlated with the information
on the “transport radiation shield” label. Theidentifier must provide a correlation between the
syringe, vial, or other container and the information on the label of its“transport radiation
shield.” Identifiers may include the prescription number, the name of the radioactive drug or its
abbreviation, the name of the patient, or the clinical procedure.



Applicants Response: The applicant must:

® Describe all labels, indicating the colors to be used, that will accompany the products and
describe where each |abel is placed (e.g., on the “transport radiation shield” or the container
used to hold the radioactive drug); and

® Agreeto affix therequired labels to all “transport radiation shields’” and each container used
to hold the radioactive drugs.

8.10.12 Radioactive Drug Shielding for Distribution
Regulations: 10 CFR 32.72(a)(3); 10 CFR 20.1201; 10 CFR 20.1207; 10 CFR 20.1208.

Criteria: The shielding provided for each radioactive drug to be distributed must be adequate
for safe handling and storage by the pharmacy’ s customers to maintain occupational exposures
ALARA.

Discussion: The applicant must provide appropriate “transport radiation shields’ for the primary
container of each radioactive drug that it intends to distribute. The shielding must be adequate
for the types and quantities of radioactive materials that the applicant intends to distribute.
Typically, “transport radiation shields” used by radiopharmacies have included two-piece,
shielded syringe and vial containers (or “pigs’). Pharmacies have used lead and tungsten shields
for gamma-emitting materials and plexiglass inserts for beta-emitters.

As general guidelines, “transport radiation shields” for technetium-99m products have ensured
surface radiation levels of not more than 0.03 milliSievert per hour (mSv/hr) (3 mrem/hr), due to
the ease of shielding the low energy gamma emitted. For iodine-131, surface dose rates on
“transport radiation shields’ have been approved up to 0.5 mSv/hr (50 mrem/hr) for diagnostic
dosages and up to 1.5 mSv/hr (150 mrem/hr) for therapeutic dosages. The applicant should
select appropriate shielding materials and dimensions to not only ensure that occupational doses
are ALARA, but also that the “transport radiation shield” can be easily handled.

Applicants Response: For each radioactive drug to be distributed (except for products intended

for redistribution without manipulation and in the manufacturer’ s original shipping package):

® [ndicate the radionuclide and the maximum activity for each type of container (e.g., vid,
syringe);

® Describe the type and thickness of the “transport radiation shield” provided for each type of
container; and

® [ndicate the maximum radiation level to be expected at the surface of each “transport radiation
shield” when the radioactive drug container isfilled with the maximum activity.

Note: It isnot acceptable to state that the applicant will comply with DOT regulations. The dose

rate limits that DOT imposes apply to the surface of the package, not the surface of the “transport
radiation shield.”

8.10.13 Leak Tests



Regulations: 10 CFR 30.53, 10 CFR 20.1501, 10 CFR 20.2103.

Criteria: NRC requires testing to determine whether there is any radioactive leakage from the
sealed sources. Records of the test results must be maintained.

Discussion: When issued, alicense will require performance of leak tests at intervals approved
by the NRC or an Agreement State and specified in the SSD Registration Certificate. The
measurement of the leak test sampleis a quantitative analysis requiring that instrumentation used
to analyze the sample be capable of detecting 185 Bq (0.005 microcuries) of radioactivity.

Commercial radiopharmacies may have their sealed sources leak tested by an individual licensed
by the NRC or an Agreement State to perform leak testing, or radiopharmacies may perform leak
testing of their own sealed sources. Appendix L contains amodel procedure for performance of
leak testing and sample analysis. If the radiopharmacy hasitsleak testing performed by a
licensed leak test provider, the radiopharmacy is expected to take the leak test samples according
to the sealed source manufacturer’s and the leak test provider’ s kit instructions and return it to
the provider for evaluation and reporting results. Leak test samples should be collected at the
most accessible area where contamination would accumulate if the sealed source were leaking.

Some radiopharmacies have been authorized to perform leak testing as a service for other
licensees (customers). The subsection titled “service activities’ addresses requests to perform
leak testing as a service for other licensees.

Response from Applicant: Submit the following statement: “We have developed and will
implement and maintain written procedures for leak testing that meet the requirementsin
10 CFR 30.53, 10 CFR 20.1501, and 10 CFR 20.2103.”

Note: Leak testing is authorized via alicense condition.
Applicants must specifically request authorization to perform leak testing as a service to other

licensees. Requests to provide leak testing as a service to other licensees will be reviewed and, if
approved, NRC staff will authorize via alicense condition.

8.11 Item 11. Waste Management

Regulations: 10 CFR 20.2001(a), 10 CFR 20.2003, 10 CFR 20.2006, 10 CFR 20.1904(b),
10 CFR 20.2108, 10 CFR 30.51.

Criteria: Radioactive waste must be disposed of in accordance with regulatory requirements
and license conditions. Appropriate records of waste disposal must be maintained.

Discussion: Radioactive waste is normally generated when conducting licensed activities. Such
waste may include used or unused radioactive material, unusable items contaminated with
radioactive material, e.g., absorbent paper, gloves, etc. Licensees may not receive radioactive



waste from other licensees for processing, storage or disposal, unless specifically authorized to
do so by NRC. Commercial radiopharmacies may request to receive certain radioactive waste
returned from their customers. For guidance on receiving radioactive waste from customers,
refer to the section titled, “ Radiation Safety Program - Waste Management, Returned Wastes
from Customers.”

All radioactive waste must be stored in appropriate containers until its disposal and the integrity
of the waste containers must be assured. Radioactive waste containers must be appropriately
labeled. All radioactive waste must be secured against unauthorized access or removal. NRC
requires commercial radiopharmacy licensees to manage radioactive waste generated at their
facilities by one or more of the following methods:

® Decay-in-Storage (DIS);

® Transfer to an authorized recipient; and

® Release into sanitary sewerage.

Licensees may chose any one or more of these methods to dispose of their radioactive waste. It
has been NRC’ s experience that most commercial radiopharmacies dispose of radioactive waste
by decay-in-storage because the majority of licensed materials used by these facilities have short
half-lives.

Applicant’s programs for management and disposal of radioactive waste should include
procedures for handling of waste, safe and secure storage, characterization, minimization, and
disposal of radioactive waste. Appropriate training should be provided to waste handlers.
Regulations require that licensees maintain all appropriate records of disposal of radioactive
waste.

Disposal By Decay-in-Storage (DIYS)

NRC permits licensed materials with half-lives of less than or equal to 120 days to be disposed
by DIS. The minimum holding period for decay is ten half-lives of the longest-lived radioisotope
in the waste. Applicants should assure that adequate space and facilities are available for the
storage of such waste. Procedures for management of waste by DIS should include methods of
segregation, surveys prior to disposal, and maintenance of records of disposal.

Licensees can minimize the need for storage space, if radioactive waste is segregated according
to physical half-life. Segregation of waste is accomplished by depositing radioisotopes of shorter
physical half-livesin containers separate from those used to store radioactive waste with longer
physical half-lives. Radioactive waste with shorter half-lives will take less time to decay and
thus may be disposed in shorter periods of time, freeing storage space.

Used syringes/needles and vials returned from pharmacy customers (medical facilities) are
considered both biohazardous and radioactive waste since these items may be contaminated with
customer’s patients' blood or other body fluids. Following completion of decay-in-storage, such
waste may be disposed of as biohazardous waste (medical waste) if radiation surveys (performed
in alow background area and without any interposed shielding) of the waste at the end of the



holding period indicate that radiation levels are indistinguishable from background.

Radioactive material labels on the used syringes/needles cannot be defaced without exposing

employees to the risk of injury from the needles. Additionally, exposing employeesto the risk of

injury from needles would place licenseesin violation of the Occupational Safety and Health

Administration regulationsin 29 CFR 1910.1030(d)(1), which requires precautions to prevent

contact with blood or other potentially infectious materials, including recommendations not to

manipulate used syringes/needles by hand. Thus, radiopharmacy licensee’s do not have to deface

or remove radiation labels from individual containers and packages (e.g., syringes, vias) inside

waste barrels/containers intended for disposal as medical waste, provided the following

conditions are met:

® The radioactive material labels on the outer waste barrels/containers will be defaced or
removed prior to transfer to waste disposal firm;

® Waste barrels are sealed prior to delivery to the waste disposal firm;

® Waste barrels/containers will be delivered directly from the licensee’ s facility to awaste
disposal firm for disposal;

® Medical wasteisincinerated, and not sent to a medical waste landfill; and

® Thewaste disposal firmis notified that the barrels must not be opened at any point, and for
any reason, prior to incineration.

Other pharmacy radioactive waste that has not been returned from customers and has not
otherwise come into contact with blood or body fluids should not have a biohazardous
component. Following completion of decay-in-storage and provided it has been stored separate
from radioactive, biohazardous waste and contains no other hazardous components (e.g. needles,
hazardous chemicals), such waste may require disposal as ordinary trash if radiation surveys
(performed in alow background area and without any interposed shielding) of the waste at the
end of the holding period indicate that radiation levels are indistinguishable from background.
All radiation labels must be defaced or removed from containers and packages prior to final
disposal as ordinary trash. If the decayed waste is compacted, all labelsthat are visiblein the
compacted mass must also be defaced or removed.

Records of DIS should include the date when the waste was put in storage for decay, date when
ten half-lives of the longest-lived radioisotope have transpired, date of disposal, results of final
survey before disposal as ordinary trash and results of the background survey, identification of
the instrument used to perform the survey and the signature or initials of the individual
performing the survey.

Transfer to an Authorized Recipient

Licensees may transfer radioactive waste to an authorized recipient for disposal. It has been
NRC' s experience that most commercia radiopharmacies only dispose of radioactive wastes
with half-lives greater than 120 days to authorized recipients (e.g., low-level radioactive waste
disposal facilities). Since radiopharmacy licensees typically possess small quantities of these
materials, the volume of materials disposed in this manner would aso be minimal, if any.
Currently, radiopharmacies use this system for waste disposal infrequently; therefore, detailed



guidance is not provided in this document on the specific requirements related to the transfer of
wastes to authorized recipients for disposal.

ecause of the difficulties and costs associated with disposal of sealed sources, applicants
ould preplan the disposal. Applicants may want to consider contractual arrangements with th
urce supplier as part of a purchase agreement.

Release Into Sanitary Sewerage

Licensees may dispose of radioactive waste by release into sanitary sewerage if each of the

following conditions are met:

o Material isreadily soluble (or is easily dispersible biological material) in water;

e Quantity of licensed material that the licensee releases into the sewer each month averaged
over the monthly volume of water released into the sewer does not exceed the concentration
specified in 10 CFR Part 20, Appendix B, Table 3;

® |f more than one radioisotope is released, the sum of the ratios of the average monthly
discharge of aradioisotope to the corresponding limit in 10 CFR Part 20, Appendix B, Table 3
cannot exceed unity; and

® Tota quantity of licensed material released into the sanitary sewerage system in ayear does
not exceed the limits specified in 10 CFR 20.2003(a)(4).

Licensees are responsible for demonstrating that licensed materials discharged into the sewerage
system are indeed readily dispersible in water. NRC IN 94-07, “ Solubility Criteriafor Liquid
Effluent Releases to Sanitary Sewerage Under the Revised 10 CFR Part 20,” dated January 1994,
provides the criteriafor evaluating solubility of liquid waste.

Applicants should develop and implement procedures to ensure that all releases of radioactive
waste into the sanitary sewerage, if any, meet the criteria stated in 10 CFR 20.2003. Licensees
are required to maintain accurate records of all releases of licensed material into the sanitary
sewerage.

Response from Applicant: Submit the following statement: “We have developed and will
implement and maintain written procedures for waste management that meet the requirementsin
10 CFR 20.1904(b), 10 CFR 20.2001(a), 10 CFR 20.2003, 10 CFR 20.2006, 10 CFR 20.2108, 10
CFR 30.51, as applicable.”

Note: Decay-in-storage is authorized via a license condition.

References: Seethe Notice of Availability on theinside front cover of this report to obtain
copies of Policy and Guidance Directive PG 94-05, “ Updated Guidance on Decay-In-Storage,”
dated October 1994; Information Notice 94-07, “ Solubility Criteriafor Liquid Effluent Releases
to Sanitary Sewerage Under the Revised 10 CFR 20,” dated January 1994; and Information
Notice 84-94, “Reconcentration of Radionuclides Involving Discharges into Sanitary Sewerage
Systems Permitted Under 10 CFR 20.203 (now 10 CFR 20.2003),” dated December 1984.



Information Notices are available at <http://www.nrc.gov>.

8.11.1 Returned Wastes from Customers
Regulations: 10 CFR 20.2001(a), 10 CFR 30.33, 10 CFR 71.5.

Criteria: Commercia radiopharmacies may receive radioactive waste from customers. This
radioactive waste is limited to items that originated at the radiopharmacy and that contained (or
contain) radioactive material delivered for customer use (e.g., pharmacy supplied syringes and
vials and their contents).

Discussion: Commercial radiopharmacy licenses contain alicense condition that permits
radioactive waste, consisting of pharmacy supplied items, to be received from their customers.
The customer may return, and the radiopharmacy may accept for disposal, only items originating
at the radiopharmacy that contained or contain radioactive material. Thisislimited to
pharmacy-supplied syringes and vials and their contents. It is not acceptable for customers to
return items originating at their facilities that are contaminated with radioactive material supplied
by the pharmacy (e.g., gloves, absorbent material, 1V tubing, patient contaminated items). If an
applicant wishes a broader authorization for radioactive waste retrieval, the applicant must apply
for a separate license as a radioactive waste broker under the general provisions of

10 CFR 20.2001(b) and 10 CFR 30.33.

Figure8.12 Returned Waste. Only items that originated at the radiopharmacy (pharmacy
supplied syringes and vials and their contents) may be returned to the radiopharmacy for
disposal.

Radiopharmacy customers, who act as the shipper for returned materials, should be supplied with
detailed written instructions on how to properly prepare and package radioactive waste for return
to the radiopharmacy. These instructions should clearly indicate that only items that contained or
contain radioactive materials supplied by the radiopharmacy may be returned. In addition, these
instructions should be adequate to ensure that customers comply with Department of
Transportation (DOT) and NRC regulations for the packaging and transport of licensed materials
and for the radiation safety of drivers/couriers. Since customers may return unused syringes and
vials, which may contain significant quantities of licensed material, the radiopharmacy should
also include in their instructions methods for determining that the activities of radioisotopes
returned to the pharmacy are “limited quantities,” or otherwise ensure that customers prepare and
offer packages for transport that meet NRC and DOT requirements if the packages contain
greater than limited quantities of radioactive material. The radiopharmacy should also have
written instructions for pharmacy staff to address pick-up, receipt and disposal of the returnable
radioactive waste. Appendix S contains amodel procedure for return of pharmacy radioactive
wastes from customers.

If the pharmacy chooses to take the responsibility to act as the shipper for returned materials, the
pharmacy must ensure that its customer follows DOT and NRC regulations for the packaging and
transport of licensed materials and for the radiation safety of drivers/couriersin the return



process.

Response from Applicant: Submit the following statement: “We have developed and will

implement and maintain written procedures for customer return of pharmacy supplied syringes

and vials and their contents, to specify that:

e Only pharmacy supplied syringes and vials and their contents may be returned to the
pharmacy;

® [nstructions will be provided to radiopharmacy customers for the proper preparation and
packaging of the radioactive waste for return to the radiopharmacy; and

® [nstructions will be provided to pharmacy staff for the pick-up, receipt, and disposal of the
returned radioactive waste that meet the requirementsin 10 CFR 20.2001(a), 10 CFR 30.33,
10 CFR 71.5, as applicable.”

Note: Retrieval, receipt and disposal of pharmacy supplied syringes and vials from customersis
authorized via alicense condition.

8.12 Item 12: Fees

The next two items on NRC Form 313 are to be completed on the form itself.

On NRC Form 313, enter the appropriate fee category from 10 CFR 170.31 and the amount of
the fee enclosed with the application.

Direct al questions about NRC’ s fees or completion of Item 12 of NRC Form 313 (Appendix A)
to the Office of the Chief Financial Officer at NRC headquarters in Rockville, Maryland,

(301) 415-7554. You may also call NRC' stoll free number, (800) 368-5642 and then ask for
extension 415-7554.

8.13 Item 13: Certification

Individuals acting in a private capacity are required to date and sign NRC Form 313. Otherwise,
representatives of the corporation or legal entity filing the application should date and sign NRC
Form 313. Representatives signing an application must be authorized to make binding
commitments and to sign official documents on behalf of the applicant. As discussed previously
in “Management Responsibility,” signing the application acknowledges management’s
commitment and responsibilities for the radiation protection program. NRC will return al
unsigned applications for proper signature.

Note:

® [tisacrimina offense to make awillful false statement or representation on applications or
correspondence (18 U.S.C. 1001).

® \When the application references commitments, those items become part of the licensing
conditions and regulatory requirements.



9 Amendments and Renewalsto a License

It isthe licensee' s obligation to keep the license current. If any of the information provided in
the original application isto be modified or changed, the licensee must submit an application for
alicense amendment before the change takes place; however, in accordance with

10 CFR 32.72(b)(5), commercial radiopharmacy licensees may allow individuals not named on
their licenses to work as ANPs, provided that the individuals meet the minimum training and
experience requirements of 10 CFR 32.72(b)(2) or (4), and the licensee notifiesthe NRC in
writing, with the documentation specified in 10 CFR 32.72(b)(5), as applicable, no later than

30 days after the licensee alows the individual to work asan ANP. Also, to continue the license
after its expiration date, the licensee must submit an application for alicense renewal at least

30 days before the expiration date (10 CFR 2.109, 10 CFR 30.36(a)).

Applications for license amendment or renewal must do the following:

® Be sureto use the most recent guidance in preparing an amendment or renewal request;

® Submit in duplicate, either an NRC Form 313 or a letter requesting amendment or renewal;

® Provide the license number;

® [or renewals, provide a complete and up-to-date application if many outdated documents are
referenced or there have been significant changes in regulatory requirements, NRC's
guidance, the licensee’ s organization, or radiation protection program. Alternatively, describe
clearly the exact nature of the changes, additions, and deletions;

e |f arenewa isrequested, provide the appropriate fee.

t)si ng the suggested wor ding of responses and committing to using the model procedures
n this report will expedite NRC’sreview.

10 Applications for Exemptions
Regulations: 10 CFR 19.31; 10 CFR 20.2301, 10 CFR 30.11.

Criteria: Licensees may regquest exemptions to regulations. The licensee must demonstrate 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 regul ations address requests for exemptions
(e.g., 10 CFR 19.31, 10 CFR 20.2301, 10 CFR 30.11(a)). These regulations state that NRC may
grant an exemption, acting on its own initiative or on an application from an interested person.

Exemptions are not intended to revise regulations, are not intended for large classes of license,
and are generally limited to unique situations. Exemption requests must be accompanied by
descriptions of the following:

® Exemption and justification why it is needed;



® Proposed compensatory safety measures intended to provide alevel of health and safety
equivalent to the regulation for which the exemption is being requested; and

® Alternative methods for complying with the regulation and why compliance with the existing
regulation is not feasible.

ntil NRC has granted an exemption in writing, NRC expects strict compliance with all
plicable regulations.

11 Termination of Activities

Regulations: 10 CFR 30.34(b), 10 CFR 30.35(g), 10 CFR 30.36(d), 10 CFR 30.36(g),
10 CFR 30.36(h), 10 CFR 30.36(j), 10 CFR 30.51(f).

Criteria: Thelicensee must do the following:

e Notify NRC, in writing, within 60 days of:
--the expiration of its license;
--adecision to cease licensed activities permanently at the entire site (regardless of
contamination levels);
--adecision to cease licensed activities permanently in any separate building or outdoor
area, if they contain residua radioactivity making them unsuitable for release according
to NRC requirements,
--no principal activities having been conducted at the entire site under the license for a
period of 24 months; and
--no principal activities having been conducted for a period of 24 months in any
separate building or outdoor area, if they contain residual radioactivity making them
unsuitable for release according to NRC requirements;

® Submit adecommissioning plan, if required by 10 CFR 30.36(Q);

® Conduct decommissioning, as required by 10 CFR 30.36(h) and 10 CFR 30.36());

® Submit, to the appropriate NRC regional office, completed NRC Form 314, “ Certificate of
Disposition of Materials’ (or equivalent information) and a demonstration that the premises
are suitable for release for unrestricted use (e.g., results of final survey); and

® Beforealicense isterminated, send the records important to decommissioning to the
appropriate NRC regional office. If licensed activities are transferred or assigned in
accordance with 10 CFR 30.34(b), transfer records important to decommissioning to the new
licensee.

Discussion: Asnoted in several instances discussed in “Criteria,” before alicensee can decide
whether it must notify NRC, the licensee must determine whether residual radioactivity is present
and, if so, whether the levels make the building or outdoor area unsuitable for release, according
to NRC requirements. A licensee' s determination that afacility is not contaminated is subject to
verification by NRC inspection.

For guidance on the disposition of licensed material, see Section 8.11 on *“Waste Management.”



For guidance on decommissioning records, see Section 8.5.2 on “Radioactive
Materials - Financial Assurance and Record Keeping for Decommissioning.”

Response from Applicant: The applicant’s obligations in this matter begin when the license
expires or at the time the licensee ceases operations, whichever isearlier. These obligations are
to undertake the necessary decommissioning activities, to submit NRC Form 314 or equivaent
information, and to perform any other actions as summarized in the Criteria. The applicant is not
required to submit a response to the NRC during the initial application.

Reference: Copies of NRC Form 314, “Certificate of Disposition of Materials,” are available
upon request from NRC’s Regional Offices (see Figure 2.1 for addresses and telephone
numbers).

Appendix A: United States Nuclear Regulatory Commission
Form 313

| Form 313 - Sample Application for Material License |
P | Tite |
| lof 1 |Application for Material License |




Appendix B: List of Documents Considered in Development
of ThisNUREG

This report incorporates and updates the guidance previously found in the NUREG reports,
Regulatory Guides (RGs), Policy and Guidance Directives (P& GDs), and Information Notices
(INs) listed below. Other NRC documents, such as Manual Chapters (MCs), Inspection
Procedures (IPs), and Memoranda of Understanding (MOU) were also consulted during the
preparation of thisreport. The documents marked with an asterisk (*) have been superseded and
should not be used.

TableA.1List of NUREG Reports, Regulatory Guides, and Policy and Guidance Directives
| Document Identification | Title | Date
Draft RG DG-0006* Guide for the Preparation of ~ |3/97

Applications for Commercial
Nuclear Pharmacy Licenses

FC 410-4* Guide for the Preparation of ~ |8/85
Applications for Nuclear
Pharmacy Licenses

SRP 85-14* Standard Review Plan for 8/85
Applications for Nuclear
Pharmacy Licenses

P& GD Authorizing Possession and 6/86
Use of Depleted Uranium as
FC 86-9* Shielding for High Activity

Molybdenum-99/Technetium-
99m Generators

N 89-25, Unauthorized Transfer of 12/94
Ownership or Control of

Rev. 1 Licensed Activities

N 97-03 Defacing of Labelsto Comply [2/97
with 10 CFR 20.1904(b)

N 98-18 Recent Contamination 5/98

Incidences Resulting from
Failure to Perform Adequate
Surveys

GL 95-09 Monitoring and Training of 11/95
Shippers and Carriers of
Radioactive Materials




Appendix C: Suggested Format for Providing I nfor mation
Requested in Items 5 through 11 of NRC Form 313
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i beyond the '
iexpiration date
ishown on the
: generator label;

P |

o :We confirm that []

5 itheredistributed
igenerator will be i
taccompanied by i
ithe manufacturer-
:supplied leaflet or
tbrochure that :
iprovidesradiation
isafety instructions
‘for handling and
:using the
:generator; and



ItemNo.  :Titleand Criteria Yes :  Description
’ ’ Attached

g e

We confirmthat []
‘only generators
tused in
taccordance with |
ithe manufacturer’s
finstructions will
! be redistributed.

‘We confirm that []

ithe sealed sources
for brachytherapy |
ior diagnosisto be i
redistributed will
i be obtained from &
i manufacturer '
: authorized to
- distribute sealed
isources for :
{brachytherapy or i
‘diagnosisin f
:accordance with a i
ispecific license
{issued pursuant to }
i10CFR32.740r i
:under equivalent
i Agreement State |
:requirements; and



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

‘We confirmthat [ ]
5 ithe manufacturer’s
{ packaging, '
{labeling, and
: shielding will not :
i be altered and that:
iredistributed
i sources will be
taccompanied by
: the manufacturer- }
isupplied package i
finsert, leaflet, f
tbrochure, or other i
idocument that i
 provides radiation
isafety instructions
ifor handlingand
igtoring the

sources.
. 6 .PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED
T | O ) e
e O Redistribution of Calibration and Reference Seded Sourcess
o §We confirmthat []
’ icalibrationand |
ireference sealed
isources to be
i redistributed to

imedical use _
:licensees will be
iobtained froma i
i person licensed
{pursuant to 10
:CFR32.74t0 |
initially distribute
:such sources; and :



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

!We confirmthat ! []

: the manufacturer’s
{labeling and .
: packaging will not:
: be altered and that
:redistributed '
isources will be
taccompanied by i
ithe manufacturer-
‘supplied '
: calibration :
icertificate and the
{leaflet, brochure, i
{or other document
‘that provides :
radiation safety
finstructions for
thandling and
: storing the

.............................................................................................................................................................................................................

‘We confirm that []

: :the prepackaged
tunitsfor in vitro
itests to be :
redistributed will
: have been 5
i obtained from a
i manufacturer
tauthorized to
i distribute the :
: prepackaged units
ifor in vitro testsini
taccordance with a
ispecificlicense |
‘issued pursuant to :
:10CFR32.71or i
iunder an
tequivalent i |cense
:of an Agreement

T s +

i For Redistribution to General Licensees:



Item No. §Titleand Criteria

s

................................................................

................................................................

.................................................................

.................................................................

S

Yes :  Description
Attached

SWe confirm that [ ]
ithe manufacturer’s
‘packagingand
labeling of the
i prepackaged units
iforinvitrotests i
iwill not be altered i
‘inany way; and

sessssssssssssasdesssssssasssssssesssasesssssssssssssssssdenscasasssssasensnanasasaaannnnnanannnan frreeeesesesesssscasssssssesesssasasanan )

:We confirm that []
teach redistributed
i prepackaged unit
ifor invitrotests i
‘will be
taccompanied by i
ithe manufacturer-
i supplied package i
finsert, leaflet, or i
‘brochurethat
iprovides radiation
isafety ingtructions
ifor general :
:licensees.

.............................................................................................................................................

compoundlngof """"""""" D
§iodine131 :

............................................................................................................................................

technetium-99m []
kit preparation;
iand

............................................................................................................................................

............................................................;........................................ ........................................

: Supply specific information []
iconcerning the use of sealed sources i
ifor reference and calibration, and '

{ depleted uranium.

................................................................

............................................................................................................................................

§We will provide customer thefoIIOW| ng radiation protection services
;involving licensed materlal



ItemNo.  :Titleand Criteria Yes :  Description

R N N Attached
instrument [1] [1]
b acdliDrationand (i
e other, specify. ¢ | (D] (1o
7. ;INDIVI DUAL (S) RESPONSIBLE FOR RADIATION SAFETY

EPROGRAM AND THEIR TRAINING AND EXPERIENCE

............................................................................................................................................................................................................

;An organlzatlonal [1]
5 ichart describing 5

ithe management

istructure,

:reporting paths,

‘and the flow of

: authority between

iexecutive _

imanagement and !

ithe RSO. :

.............................................................................................................................................................................................................

7. ;INDIVI DUAL (S) RESPONSIBLE FOR RADIATION SAFETY
EPROGRAM AND THEIR TRAINING AND EXPERIENCE (Cont’d)

s < pupupup s e

............................................................................................................................................................................................................

o ;Nameof the [ ]
T e PTOPOSBA RS,
........................................................................................................................ AN ek
o :A copy of the i []

license (NRC or
i Agreement State) i
ithat authorized thei
{ uses requested and:
ionwhichthe i
findividual was i
i specifically named:
tasthe RSO, an

:ANP, or an AU;

..............................................................................................................................................................................................................



ItemNo.  :Titleand Criteria Yes :  Description

S N S N Attached
: Description of theé []
= :training and ' 5
‘experience

: demonstrating that:
ithe proposed RSO
lisqualifiedby i
‘training and
experience as
tapplicableto
icommercial

i nuclear

: pharmacies.

frarernrarerrrne . R

iNote: See Appendix G for convenient formats to use for documentlng hours
tof training in basic radioisotope handling techniques and hours of experlence_
tusing radioisotopes.Figures G-1 and G-2 are specific to RSO training and
{ experience.

.............................................................................................................................................................................................................

1. SINDIVI DUAL (S) RESPONSIBLE FOR RADIATION SAFETY
:PROGRAM AND THEIR TRAINING AND EXPERIENCE (Cont’d)

............................................................................................................................................................................................................

{For each proposed Authorized Nuclear Pharmacist (ANP), providethe

findividual was i
: specifically named

T 1o L.l

:Name of the [1]
T S pharmecist, . e N
_________________________________________ e PAND

{A copyof the | []

i State pharmacy

{licensure or :

:registration of the

i pharmacist; '

A copy of the [1]

ilicense (NRC or

i Agreement State) |

:on which the :



ItemNo.  :Titleand Criteria Yes :  Description
’ ’ Attached

g e

{A copy of the []
{permit maintained :
by alicensee of |
i broad scope that
tidentifies the
tindividual as

| A copy of []
:previousNRC
ilicense issued to a
icommercial
i radiopharmacy
‘prior to December :
12, 1994, on which
ithe pharmacist
iwas specifically
inamed as an
fauthorized user;

T T T

{A copy of the i []
‘pharmacist’s :

: certification(s)

ifrom the

iradiopharmacy i

:board(s) approved

.............................................................................................................................................................................................................

7. INDIVI DUAL (S) RESPONSIBLE FOR RADIATION SAFETY
PROGRAM AND THEIR TRAINING AND EXPERIENCE (Cont’ d)

e



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

g e

: Description of the []

5 training and :
fexperience _
{demonstrating that!
ithe proposed ANP!
Hisqualifiedby i
itraining and
texperience; and
fwritten
 certification,
:signed by a
: preceptor ANP,
ithat the above
ttraining and
‘experiencehas |
: been satisfactorily }
icompleted and
ithat the individual
thas achieved a
{level of
: competency
isufficient to
{independently
 operate a nuclear

T T T T

............................................................................................................................................................................................................

g  Description of the! []
5 : recentness of :
training, if

.............................................................................................................................................................................................................

7. ;INDIVI DUAL (S) RESPONSIBLE FOR RADIATION SAFETY
:PROGRAM AND THEIR TRAINING AND EXPERIENCE (Cont’ d)

- ‘Nameof each | [ ]
i ‘proposed AU:; i

,.........................................-...........................................................................................................................-.........................................!

Beeesmsesscasssssesesssssasssssssesssssasdeessasssasasasasasenseasasssesssesssasssmssssssssssssssesesssssssssesssssssssssssmssssssssssssssssssssssssssssssssssssssssmsssssssssssssssssssesssssssssssssssssssd

| dentify types, | []
‘quantities, and
proposed uses of
:licensed material; :



............. | temNoTltIeandCrlterlaYesDescrlptlon
i Attached

e |

fe ‘A copy of license ! []
f :(NRC or
i Agreement State) i
ion which the '
findividual was i
{ specifically named:
‘asan AU for the
itypes, quantities, i
tand proposed uses
{of licensed :

g |

o :A copy of the i []
i permit maintained
iby alicenseeof i
i broad scope that
{identifies the
Hindividual asan
{AU for the types, i
iquantities,and i
iproposed uses of
:licensed materials;;

..............................................................................................................................................................................................................



ItemNo.  :Titleand Criteria Yes :  Description

S S R W S
: Description of the [ ]
: itraining and ' 5
{experience

{ demonstrating that!
the proposed AU |
tisqualified by

itraining and _
iexperienceto use i
{the requested :
:licensed materials.:
i The applicant may:
ifind it convenient i
ito describe this
‘training and _
 experience using a
iformat similar to !
iFiguresG-1land i
iG-2in Appendix

............................................................................................................................................................................................................

8. STRAINING FOR INDIVIDUALSWORKING IN OR FREQUENTI NG;
:RESTRICTED AREAS (INSTRUCTIONSTO OCCUPATIONALLY
EEXPOSED WORKERSAND ANCILLARY PERSONNEL)

g upap e

............................................................................................................................................................................................................

:We have developed and will []
{implement and maintain written ’

i procedures for atraining program for

{each group of workers, including:

topics covered; qualifications of the

{instructors; method of training;

imethod for ng the success of

ithe training; and the frequency of

§tra1 ning and refresher training.

Personnel Involved in Hazardous M ater ials Package Pr eparation and
iTransport

..............................................................................................................................................................................................................



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

{We have developed and will []
{implement and maintain written '

: procedures for training personnel

:involved in hazardous materials :

i package preparation and transport that

imeet therequirementsin 49 CFR |

:172.700, 49 CFR 172.702, and 49

_________________________________________ CFR172704 asapplicable.
élnstruction for Supervised Need Not Be Submitted with
:Individuals Preparing Application
A Radiopharmaceuticals
.................... D, et FACILITIESAND BQUIPMENT e
: Provide a copy of the registration or [] []
:license from a State Board of : :

: Pharmacy as a pharmacy; or provide
evidence that the facility is operating :

tas anuclear pharmacy within a
e Federal medical institution;
...................................................................................................................... AN ek
: Describe the facilities and equipment : []

to be made available at each location
iwhere radioactive materia will be i
iused. A diagram should be submitted
{showing the applicant’s entire facility
:and identify activities conducted in all:
i contiguous areas surrounding the :
ifacility. Diagrams should be drawn to:
taspecified scale, or dimensions '
i should be indicated.



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

fe ‘Descriptionsof []
5 i the are(s) :

tassigned for the

irecelpt, storage,

{ preparation, and

‘ measurement of

radioactive :

imaterials and the i

ilocation(s) for

| Sufficient detail in: [] '
5 ithediagramto i

{indicate locations i

of shielding, the

i proximity of _

iradiation sources i

itounrestricted

tareas, and other

items related to

iradiation safety;



ItemNo.  :Titleand Criteria Yes :  Description

N N S S Aftached |
o i Descriptionsof []
’ itheventilation | 5
i systems, includi ng
i gloveboxes or

:fume hoods, with

: pertinent airflow
irates, area '
idifferential

{ pressures,
Hfiltration

: equipment, and
:monitoring
isystems for the
iuse or storage of
{radioactive :
:materials with the
i probability of
tbecoming i
tairborne, such as i
:compounding
radioiodine

i capsules and
idispensing
iradioiodine
{solutions; and

............................................................................................................................................................................................................

fe iVerificationthat [1]
5 fventilation '
isystemsensure |
ithat effluentsare i
iwithin 10CFR i

:20.1301 and are
:ALARA

: constraints for alr
iemissions
{ established under i
110 CFR f
£20.1101(d)

=........................................_................................................................................._\................................................................................_=

10. ‘RADIATION SAFETY Need Not be Submitted with
PROGRAM Application

O L L O ;

Audlt Program



............. | temNoT|t|eandCr|ter|a o S
i i Attached

g e

i The applicant’s program for
‘reviewing the content and
{implementation of its radiation _
i protection program will be examined i
iduring inspections, but it should not

i be submitted in the license
‘gpplication.

.........................................................................................................................................................................................................

{Instruments

............................................................................................................................................................................................................

‘We will use equipment that meets the: []
fradiation monitoring instrument '
{ specifications and implement the
‘model survey meter calibration

: program published in Appendix Jto
iNUREG - 1556, Vol. 13,

i“ Program-Specific Guidance About
{ Radiopharmacy Licenses,” dated

: September 1999;

............................................................................................................................................................................................................

!We will use equipment that meets the []
i radiation monitoring instrument

i specifications published in Appendix i

iJto NUREG - 1556, Vol. 13, :

i“ Program-Specific Guidance About

: Radiopharmacy Licenses,” dated :
 September 1999, and instruments will

i be calibrated by other persons :
tauthorized by the NRC, an Agreement:

i State, or alicensing State to perform
‘that service;

.............................................................................................................................................................................................................

: A description of alternative minimum []
i equipment to be used for radiation :
imonitoring and/or aternative

{ procedures for the calibration of

: radiation monitoring equipment.

.............................................................................................................................................................................................................



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

:We have devel oped, and will [ 1]
{implement and maintain written
i procedures for safely opening

{ packages that meet the requirements
:in 10 CFR 20.1906;

T T

‘We will conduct physical inventories : []
: of sealed sources of licensed material :
iat intervals not to exceed 6 months;

T T

:We have devel oped, and will []
{implement and maintain written :

i procedures for licensed material

gaccountability and control to ensure

ithat:

T T T T T T T T T T P

fo {license possession'
: :limits are not

licensed material

5 {in storageis
i secured from
{ unauthorized _
taccess or removal;

T

fe licensed material

:not in storageis
imaintained under i
i constant '
tsurveillance and
icontrol; and

o  records of receipt, }

’ itransfer, and ’
idisposal of
licensed material
{are maintained.

......................................... e




............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

:We have developed and will []
{implement and maintain written '

i procedures for monitoring

{ occupational dose that meet the .
requirements in 10 CFR 20.1501, 10 |

i CFR 20.1502, 10 CFR 20.1201, 10

iCFR 20.1202, 10 CFR 20.1203, i

:10 CFR 20.1204, 10 CFR 20.1207, 10

{CFR 20.1208, and 10 CFR 20.2106,

T (... (=L S S S
' 10. SRADIATION SAFETY Need Not Be Submltted with
:PROGRAM (Cont'd) Application

e |

‘Public Dose

................................................................................................................................................................................................................

§The applicant’s program to control ¢
tdoses received by individual members
tof the public will be examined duri ng
{inspection, but it should not be
‘submitted in alicense application

............................................................................................................................................................................................................

e T e T e T e T e T T EE CeL T e T TP CL T T L e TP CL LT CLLRPLELe

:We have developed and will []
{implement and maintain written :

i procedures for the safe use of

i radi oactive materials that address:

............................................................................................................................................................................................................

fe facility and

: : personnel
i radioactive
icontamination
i minimization,
i detection, and

A S ... KNS SO e
: o  performing ' ' :
: : molybdenum-99
: breakthrough

: measurements on
tall generator
telutions used to
 prepare :
‘radioactive drugs
:for human medical:



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

s

iuse of protective |
’ iclothing and '
: equipment by

............................................................................................................................................................................................................

éthat meet the requirementsin 10 CFR 20 1101, 10 CFR 20 1801, 10 CFR
:20.1802, 10 CFR 30.34(g), and 10 CFR 19.11(a)(3), as applicable;

_______________________________________________________________________________________________________________________________________________________________________________________________________________
.............................................................................................................................................................................................................

:We have developed and will []
{implement and maintain written '

i procedures for identifying and

{responding to emergenciesinvolvi ng

radioactive material, including:

:.........................................-...........................................................................................................................1........................................-

e :|ost, stolen, or
: :missing licensed
imateria;

exposures to _
’ ipersonnel and the
:public in excess of
SNRC regulatory i

T

:licensed materials
fineffluentsand
ithe sanitary sewer |
{in excess of NRC
 regul atory limits;

g g e

iexcessive :
: ‘radiation levelsor !
radioactive :
imaterial :
iconcentrationsin i
irestricted or :
funrestricted aress; i

LT T T T P F PP P P TP P P PP PP PR PP PPPPPPE

B radi oactive spills |
: ‘and :
i contamination;



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

g e

ifires, explosions, i

5 tand other disasters:
:with the potential
ifor thelossof i
:containment of
i licensed material;

fe iroutine contacts
: :with local fire
: departments

.............................................................................................................................................................................................................

éthat meet the requirementsin 10 CFR 20 1101, 10CFR 20 2201-2203, and
10 CFR 30.50, as applicable.

T T

iWe have developed and will []
{implement and maintain written '
{procedures for a survey program that :
specifies the performance of radiation i
tand contamination level surveysin i
irestricted and unrestricted areas, _
i personnel contamination monitoring,
 action levels, and the frequencies and :
: records maintenance of those surveys
iand monitoring that meet the
irequirementsin 10 CFR 30.53,

:10 CFR 20.1501, and 10 CFR
:20.2103 as applicable.

T T
B et temm e e eeeem e e e e e emee e e e e e e e o m e e e e e e aaa e e e e e e e e e e e e e e e e e e e e e e e e e e e e e A e R e A e e e e A m e e A e e e A e A e e e e e e A e e e A e e e A e e e e e e eenasssesasmnananassaaannnnnnd

............................................................................................................................................................................................................

i Describe the types of systems []
: (measurement or combination of
imeasurement and calculation) to be

:used for the measurement of apha-,

{ beta-, and photon-emitting radi oactlves

..............................................................................................................................................................................................................



............. | temNoTltIeandCrlterlaYesDescrlptlon
i i Attached

 For each dose measurement system []
tused to measure the amount of '
iradioactivity in apha, beta-, or

{ photon-emitting radioactive drugs,

i state: “We have devel oped, and will

:implement and maintain awritten

i procedure for the performance of

i dosage measurement system checks

tand tests that meets the requi rements

:in 10 CFR 32.72(c)";

T T

............................................................................................................................................................................................................

{|f applicable, include a sample []
icalculation for determining

i beta-correction factors for dose :

i calibrators with ionization chambers;

T T

:If applicable, includeameansfor []
iensuring the accuracy of : :

i beta-correction factors supplied by the

instrument manufacturer or other '

........................................... okl N SO N
' éTransportatlon Need Not Be Submltted with
________________________________________ e PPIICRTION
i The applicant’s program for
itransportation will be examined
:during inspection, but should not be
e SUOMItEA N @lICONSL APPIICAON. | 1 ]
10. ;RADIATION SAFETY Need Not Be Submitted with
:PROGRAM (Cont'd) Application



............. | temNoTrtIeandCrrterraYesDescrrptron
i i Attached

g

i The applicant does not need to _
iprovide aresponse to thisitem under i
ithe following condition: NRC will i
iconsider that the criteriahave been
:met if the applicant’s responses meet :
ithe criteriafor the following sections: :
i“Facilities and Equipment; Radiation
i Safety Program - Safe Use of '
{ Radionuclides and Emergency
 Procedures; Radiation Safety Program
i- Surveys; Radiation Safety :
i Program - Leak Testing; and Waste

i Management” of NUREG - 1556,
‘Vol. 13, dated September 1999.

T T

Describe all labels, indicating the colors to be used, that will accompany the
i products and describe where each label is placed (e.g., on the “transport ’
iradiation shield” or the container used to hold the radioactive drug); and :
:agree to affix the required labels to all “transport radiation shields’ and each
{ container used to hold the radioactive drugs E

.............................................................................................................................................................................................................

: For each radioactive drug to be []
: distributed (except for products :

{intended for redistribution without

imanipulation and in the

‘manufacturer’ s original shipping

i package), provide:

.............................................................................................................................................................................................................

fe ‘The radionuclide
:and the maximum
tactivity for each |
itype of container i
{(e.g., vidl, 5
_  syringe); _ _
: Describe the type |
5 iand thicknessof i
ithe “transport
iradiation shield” i
‘provided for each
type of container;
fand '



Item No. éTitIe and Criteria Yes :  Description

S N S N Attached
 Indicate the
:maximum 5

iradiation level to |

i be expected at the

isurface of each |

:“transport

iradiation shield”

iwhen the

iradioactivedrug i

icontainer isfilled !

:with the
__________________________________________________________________________________ madmumectivity, G
___________________ 10. ......RADIATION SAFETY PROGRAM (CONUM) e
e ALK TS g

:We have developed and will []

:implement and maintain written

: procedures for leak testing that meet

ithe requirementsin 10 CFR 30.53, 10
o JCFR20.150L, and 10CFR202108 | o
Appendix D: Checklist for License Application
D.1ITEM 1. ACTIONTYPE
lACTION TYPE: |ADM INISTRATIVE REVIEW:
[ 1New |[ ] Current Guidance Used
| ] Amendment [ ] Referencesin Application Based On

Current Regulations

[ 1 Renewal [ 1 All Attachments Referenced Included
| I[ ] Signature on Application

D2ITEM 2: LEGAL IDENTITY
NAME:

D3ITEMS2& 3: ADDRESS




ORAGE & LOCATION OF USE

DDRESS:

MAILING ADDRESS:

D.41TEM 4: PERSON TO BE CONTACTED ABOUT
THISAPPLICATION

CONTACT PERSON:

TELEPHONE NUMBER:

DSITEMSS5& 6: MATERIALSTO BE POSSESSED
AND PROPOSED USES

Yes No Rad|0| sot Formor : Quantity Purpose Specify Other Usﬁ
ope Mfg/Mod: . of Use i Not Listed on SSD |
e N e BN b Certificate
: ; éByproduc Any : {10CFR i[ ] :Not
it ‘millicurie;32.72 ;applicableg
gMaterlaIs; S per S RO S :
:with : :nuclide, iand i Usesare
:Atomic :1curie
iNo. 1-83 itotal
= ‘ :pOSsessio 10 CFR 3
in, except {0 41
e N e N A asnoted: & i
: ; MolybdenAny . curies {10CFR [ ] Not :
um-99 327Zapp"cab'e
| ad L Usesare: |
10CFR3.
_________________________________________________________________ R N WU \ o SRR N S
Technetlu :Any curies ;10 CFR i[] :Not
moom 3272 ?EP.'.'.E"?P'.?
: and il Uses are
{10CFR 3!
SNUUUR WU FUU WS MU SO L. N S
Iodlne Any |\/|I||ICUI’I’I 110 CFR [] :Not
131 : s 3272 appli _‘?_?_t_’_'_?
: and [ ] Uses are

...............................................................................................................................................................................................................



T T T et L C T R T L ECee TECC P TR L L CCLLTrEE FUTTTRTTTRCLL LT T PIPELE ]

Xenon- iAny . icuries {10CFR [ ] Not
:133 i32.72 | appllcable

...................................................................

........................

....................................................................
........................

...........................................................................................................................................................................................................

Any ‘Seadled | ‘Millicurrii10 CFR [ ] iNot i
: Byproduc: Sources es 3272 i Eapplicablé
tMaterial
|na . ...................... , ..................... .. ..................... .,
Brachythe :and ;[ ] iUsesare: ;
rapy : : H : H : :
:Source, 5 |

'aslisted P—

|n : :
10CFR3! 04l

:.......................:.......................\.......................:.......................3....................... ..........................................................................................

:Any :Sealed i iCuries {10CFR i[ ] iNot
: Byproduc: Sources : per i32.72 fapplicablé
't Material isource
ina | S— A V—
‘sealed | .and :and ] ‘Usesare: :
:source for:
: diagnosis,; icuries |

aS“Staj total ; .......................

Hin : ;
10CFR3; 04l

...........................................................................................................................................................................................................

Any Prepacka §M|II|cur|elocFR ] :Not

: byproduct: ged units : 'S 32,72 appllcable
material forin R N A e
ilistedin ivitro 5 5 :
i10 CFR 3idiagnosti : i
1111(a) ictests : 5

s



Any iSeadled | ‘Millicurie€ 10 CFR [ ] ‘Not
 byproduct; Sources 'S i32.72 Sappllcable
mate”al E E E ? ...................... E.......................? ................... ...
‘authorize : i
‘dunder

i10CFR | 10 CFR 3

Depleted {10CFR [ ] éNot

...................................................................

........................
..........................................................................................................................................................................................................

...................................................................

........................

DO6ITEMS7 THROUGH 11: TRAINING AND
EXPERIENCE, FACILITIESAND EQUIPMENT,
RADIATION SAFETY PROGRAM, AND WASTE
DISPOSAL

 Item NumberE Suggested Response Yes Alternative E
and Title | : Procedures ;
: : Attached

T T T T T T T T T T T T T

7. fIndividual(s) iAn organizational chart [] [ ]
‘Responsible  idescribing the management |

for Radiation istructure, reporting paths, and

i Safety Program the flow of authority between

tand Their i executive management and the

iTraining and _radlatlon safety officer. '

‘Experience i

.....................................................................

7.1 : Management
i Structure

.............................................................................................................................................................................................................



Item Number : Suggested Response Yes . Alternative

and Title : . Procedures |
N N, N—— | Attached
7. Ind|V|duaI(s) !A copy of thelicense (NRC or | [] []

Respons ble Agreement State) that

:For Radiation :authorized the uses requested
:Safety Programiand on which the individual
.And Their ~ was specifically named asthe |
{Training And i RSO, an ANP, or an AU; :

o Experience
7.2  Radiation OR
: Safety Officer
Name LG S SR S,
— : Description of the training and | [ ]
’ ’ i experience demonstrating that
ithe proposed RSO is qualified i
iby training and experienceas i
 applicable to commercial
S S nuclear pharmacies G e i
7 Ind|V|dual (9 A copy of the State pharmacy [] [] :
: : {Responsible Ilcensure or registration for the :
‘for Radiation i pharmacist;
Safety Prograrn ................................................................... ,
tand Their AND 5
:Tra| ningand |
ST L= 1L oo S SR
7.3 :Authorized A copy of thelicense (NRC or [ ]
: Nuclear Agreement State) on which the :
iName(s): iPharmacist(s) :individual was specifically |
— named SNANP: e
| OR
Acopyofthepermlt ....................... o [ ] .............

:maintained by a licensee of :
tbroad scope that identifiesthe i
|nd|V|duaI asANP, 5

o IR s | s |
A copy of previous NRC [ ] '
Ilcense issued to acommermal

radlopharmacy prior to

i December 2, 1994, on which ;
the pharmacist was specifical Iy
named as an authorized user



| |tem Number : Suggested Response Yes . Alternative
i and Title : . Procedures |
: : i Attached

.............................................................................................................................................................................................................

......................................................................................................

:A copy of the pharmacist's [ ]
i certification(s) from the
i radiopharmacy board(s)
{approved by the NRC;

|

i Description of the training and [ ] [ ]
{ experience demonstrating that :
‘the proposed ANP is qualified !

by training and experience; and;

twritten certification, signed by i

tapreceptor ANP, that the i

:above training and experience !

: has been satisfactorily i

:completed and that the :

findividual has achieved alevel |

iof competency sufficientto i

independently operate a nuclear;

.....................................................................

.......................................................................................................

: Description of the recentness of: []
itraining, if necessary. ’

...........................................................................................................................................................................................................

i7. Individual(s) :Identify types, quantities, and : [] []
‘Responsible i proposed uses of licensed ’
for Radiation material; 5 : E
| Safety PrOGramy-—-en S —- -
and Their | AND ; ; ;
iTrainingand
‘ iExperience | , * J
7.4 :Authorized i A copy of license (NRC or [ ]
:User(s) | Agreement State) on which the }
individual was specifically
inamed as an AU for the types, !
{quantities, and proposed uses
of licensed materials; ;
Name(s):
OR



| |tem Number : Suggested Response Yes . Alternative
i and Title : . Procedures |
: : i Attached

............................................................................................................................................................................................................

{A copy of the permit []
‘maintained by alicenseeof i
i broad scope that identifiesthe i
tindividual asan AU for the i
{types, quantities, and proposed
iuses of licensed materials; :

: Description of the training and : [ ]
 experience demonstrating that

ithe proposed AU isqualified

iby training and experience to

{ use the requested licensed

TR WS 1. S S S
:8. i Training for  {We have developed and will [] []
: !Individuals  i{implement and maintain : :

‘Workingor  :written procedures for a
iFrequenting  itraining program for each

i Restricted igroup of workers, including: i
i Areas ‘topics covered; qualifications !
: (Occupationall : of the instructors; method of
ty Exposed and itraining; method for assessing

tAncillary ithe success of the training; and

:Personnel)  ithe frequency of trainingand
b TETESNON WAINING. s
.8, ‘Training for i We have developed and will [] [ ]
5 { Personnel {implement and maintain :

‘Involvedin  iwritten procedures for training :
iHazardous  :personnel involved in 5
iMaterials i hazardous materials package

i Package i preparation and transport that
{Preparation  imeet the requirementsin

‘and Transport 49 CFR 172.700,
149 CFR 172.702, and 49 CFR |

.............................................................................................................................................................................................................



Item Number§ Suggested Response Yes Alternative

and Title : . Procedures |
S R S WA oo S
:8. i Training for i The applicant’s program for traini ng of N/A

iSupervised  isupervised inindividuals preparing .
iIndividuals  iradiopharmaceuticals will be examined duri ng
{ Preparing §|nspect|ons but should not be submitted in the
Radiopharmac license application.
teuticals
{9, {Facilitiesand i Provide a copy of the []
5 Equipment  iregistration or licensefroma
5  State Board of Pharmacy asa |
i pharmacy; or provide evidence |
ithat the facility is operating as &
inuclear pharmacy withina
{Federal medical institution;

: Describe the facilities and [] []
i equipment to be made available
iat each location where '
: radi oactive material will be
iused. A diagram should be

i submitted showing the
:applicant’s entire fecility and
{identify activities conducted i |n
all contiguous areas
isurrounding the facility. _
i Diagrams should be drawn to a
i specified scale, or dimensions
i should be indicated. :

........................................................................................................................................

|



Item Number§ Suggested Response Yes Alternative
i and Title : . Procedures |
: : Attached

: Descriptions of; [] []
: ithearea(s) i 5

‘assigned for

: the receipt,

i storage,

i preparation,

tand

measurement

of radioactive :

imaterialsand i

ithe location(s) i

ifor radioactive

i waste storage; |

iSufficient [ ]

idetail inthe i
{diagram to
indicate
ilocationsof i
ishielding, the i
iproximity of i
iradiation
 sources to
tunrestricted
{areas, and
{other items
irelated to
radiation



Item Number§ Suggested Response Yes Alternative
i and Title : . Procedures |
: : Attached

Beacasasssasennnananasssasannsasaedeanasasenesanasasooasesssasecateonessesssasasattoasasssanasatasasannensanasatasasanannnanatasasasnnnndaanarasasasnnnnanasasasasnnnnanaschannnnnanarasasasnnnnanananasanand

 Descriptions of [ ]
: ithe ventilation i
{systems, '
fincluding _
:gloveboxes or :
ifume hoods, i
iwith pertinent i
tairflow rates, i
area
idifferential
{ pressures,
Hiltration _
{ equipment, and:
:monitoring
isystems for thei
iuse or storage i
iof radioactive i
imaterials with i
: the probability :
iof becoming
tairborne, such i
as
:compounding
radioiodine
i capsules and
idispensing
iradioiodine i
isolutions; and i

.......................................................................................................

fe Verification i []

i that ventilation:
i systems ensure
ithat effluents
tare within :
110 CFR 20.130;
11 and the :
. ALARA :
iconstraints for i
fair emissions i
‘established
:under 10 CFR
20.1101(d).



Item Number§ Suggested Response Yes Alternative
i and Title : . Procedures |
: : Attached

.............................................................................................................................................................................................................

:10. Radr ation : The applicant’s program for N/A
§Safety Program reviewing the content and f
:implementation of its radiation :
i protection program will be
{examined during inspections,
ibut it should not be submitted i
in the license application. '

:..................................:..................................|....................................................................:................................. .................................

............................................................................................................................................................................................................

:10. :Radiation EWe will use equipment that [] []
 Safety Program: meets the radiation monitoring :
Hinstrument specificationsand

{implement the model survey

‘meter calibration program

: published in Appendix Jto

:NUREG - 1556, VVol. 13,

i“ Program-Specific Guidance

i About Radiopharmacy

: Licenses,” dated September

.........................................................................................................................................

110.2 Survey

..............................................................................................................................................................................................................

OR

ferrernrrnaraerrnrnrn . e e dreernereereerrerne .. 4

We will use equipment that [ ]
meetsthe radiation monrtorrng
finstrument specifications
:publrshed in Appendix Jto
iNUREG - 1556, Vol. 13,

i“ Program-Specific Guidance

i About Radiopharmacy
{Licenses,” dated September !
11999, and instruments will be
icalibrated by persons :
tauthorized by the NRC, an
Agreement State, or alicensi ng
State to perform that service;

.............................................................................................................................................................................................................



: [tem Number : Suggested Response Yes . Alternative

and Title : . Procedures |
A S SO ML . L1
: A description of alternative | [ ] [ ]
i minimum equipment to be used: :

for radiation monitoring and/or :
ialternative procedures for the

i calibration of radiation

: monitoring equipment.

:10. Radiation  {We have developed, and will [1 [1
Safety Programiimplement and maintain, : :
5 :written procedures for sofely
i opening packages that meet the

i requirements in
e L) GFR 201906,
10.3 iMaterial
:Receiptand
ACCO“”tab"'ty ........................................................................................................................................
________________________________________________________________________________________________ AND
‘We will conduct physical []

inventories of sealed sources of
:licensed material at intervals '
inot to exceed six months;

:We have developed, and will [ ]
iimplement and maintain '

written procedures for licensed

imaterial accountability and

icontrol to ensure that

{possession
:limits are not

‘materia in
istorageis

i secured from
{unauthorized
 access or

e upspup . s pupupupups 4



| |tem Number : Suggested Response Yes . Alternative
i and Title : . Procedures |
: : Attached

imaterial not in
‘storageis '
‘maintained
iunder constant
isurveillance i
tand control;

............................................................................................................................................................................................................

e i Records of

: freceipt,
:transfer, and
tdisposal of
Hlicensed
material are
: maintained.

............................................................................................................................................................................................................

110, Radlatlon We have developed and will [] [ ]
5 Safety Program implement and maintain 5
: iwritten procedures for :

:monitoring occupational dose
that meet the requirementsin
110 CFR 20.1501,
110 CFR 20.1502,
110 CFR 20.1201,
:10 CFR 20.1202,
110 CFR 20.1203,
110 CFR 20.1204,
110 CFR 20.1207,
110 CFR 20.1208, and
:10 CFR 20.2106, as applicable.

.........................................................................................................................................

110.4 : Occupational

TSN L4 A R S A
:10. : Radiation i The applicant’sprogranto N/A

 Safety Program: control doses received by :

:10.5 tindividual members of the

\Public Dose  public will be examined during
= iinspection, but it should not be |
§submittedin alicense :

.............................................................................................................................................................................................................



Item Number§ Suggested Response Yes Alternative

and Title ! Procedures !
5 . Attached |
10. ‘Radiation  {We have developed and will | [ ] [ ]
: Safety Program implement and maintain i
:10.6 written procedures for the safe |
iSafe Useof  iuse of radioactive materials that

: Radionuclides : address:

Eand Emergency . Fac:| lity and
Procedures personne!
‘radioactive

 contamination :
:minimization, :
:detection, and ;
icontrol; '

.....................................................................

‘Performing i

5 : molybdenum-9;
19 breakthrough:
‘measurements |
fon all generator;
‘elutionsused i
to prepare
iradioactive
idrugs for
: human medi cal

o s

: protective
iclothingand i
‘equipment by

....................................................................

ithat meet the requwements in i [ ] [ ]
{10 CFR 20.1101, 10 CFR ' 5
£20.1801, 10 CFR 20.1802, :

110 CFR 30.34(g), and 10 CFR i

:19.11(a)(3), as applicable. :



Item Number§ Suggested Response Yes Alternative

and Title ! Procedures !
: 5 : . Attached
110 : Radiation :We have developed and will [1]]
i Safety Program implement and maintain :
:10.7 iwritten procedures for
5 :SafeUseof  iidentifying and responding to

: Radionuclides : emergenciesinvolving
+and Emergency: radioactive material, includi ng

;Procedur&s o Lost stolen, or

imissing
:Ircensed

....................................................................

ie Exposures to
personnel and
:thepublicin
:excess of NRC
regulatory
Irmrts

imaterialsin
i effluents and
ithe sanitary
i sewer in excess
. of NRC '
iregul atory

_ imits;

| Excessive ,

: radiation levelsi
for radioactive i
‘material :
 concentrations }
{in restricted or
iunrestricted

LT T

o : Radioactive
: spr llIsand
: contaminati on



{ Item Number Suggested Response Yes . Alternative
i and Title : . Procedures |
: : Attached

o e

:explosions, and;
 other disasters :
‘with the
 potential for
ithe loss of _
 containment of :
:licensed
materlal and

e : "Routine

: icontacts with
{local fire
: departments

that meet the requirementsin

10 CFR 20.1101, 10 CFR :
£20.2201, 20.2202, 20.2203, andk:
£10 CFR 30.50, as applicable.

S P

110  Radiiation :We have developed, and will | [] [ ]
: Safety Programiimplement and maintain, ; :
twritten procedures for asurvey

i program that specifies the '

i performance of radiationand

 contamination level surveysin i

irestricted and unrestricted _

tareas, personnel contamination

imonitoring, action levels, and

{the frequencies and records

maintenance of those surveys

tand monitoring that meet the
‘requirementsin 10 CFR 30.53,

:10 CFR 20.1501, and

£10 CFR 20.2103, as applicable.

o e |

e |

:10 : Radiation : Describe the types of systems [] []
i Safety Program (measurement or combination :
110.9 i of measurement and
: :Dosage i calculation) to be used for the i
Measurement i measurement of apha-, beta-, !
 Systems +and photon-emitting
: ‘radioactive drugs;



Item Number§ Suggested Response Yes Alternative

and Title : . Procedures |
A NS SIS WAL colrcc B
e AND T

§For each dosage measurement [] []

i system used to measure the
tamount of radioactivity in

el phar, betar, or

i photon-emitting radioactive
idrugs, state: “We have _
i developed, and will implement
iand maintain, awritten
: procedure for the performance
tof dosage measurement system i
ichecks and tests that meetsthe i
irequirementsin 10 CFR '
132.72(0)";

T |

T

:1f applicable, include asample [] []
icalculation for determining

{ beta-correction factors for dose!

i calibrators with ionization '

ichambers;

..........................................................................................................................................

T

:If applicable, include ameans [] []
ifor ensuring the accuracy of

{ beta-correction factors supplied:

{by the instrument manufacturer

or other entity. 5

110 : Radiation i The applicant’s program for N/A
i Safety Program transportation will be examined:
:10.10 iduring inspection, but it should
i Transportation i not be submitted in alicense
_ iapplication. J :
:10 {Radiation i The applicant does not need to ! []
: Safety Program: provide aresponse to thisitem
110.11 iunder the following condition. i
5 :Minimization ;NRC will consider that the |
:of i criteria have been met if the

: Contamination : applicant’ s responses meet the
: icriteriafor the following



| |tem Number : Suggested Response Yes . Alternative
i and Title : . Procedures |
: : Attached

...........................................................................................................................................................................................................

Facilitiesand [1]
= 'Equipment '

.......................................................................................................................................

fo ‘Radiation [ ]
Safety Program
- SafeUseof
'Radionuclideﬁ '
tand Emergency
Procedures

: Radiation [ ]
5 Safety Program

ESafety Program:
i- Leak Testlng

........................................................................................................................................

..........................................................................................................................................................................................................

§10 Radlatlon D@crlbeall labels, indicating []
Safety Program the colors to be used, that will
110.12 5 :accompany the productsand
5  Radioactive : describe where each |abel is
:Drug Labeling : placed (e.g., on the “transport
:for Distribution; radiation shield” or the
: i container used to hold the :
i radi oactive drug); and agreeto
§affix the required labels to all
i“transport radiation shields”
tand each container used to hoId
‘the radioactive drugs '

.......................................................................................................................................

{10 Radlatron For each radioactive drug to be
Safety Program distributed (except for products
:10.13 5 {intended for redistribution
5 i Radioactive wrthout manipulation and in
iDrug Shieldi ng: :the manufacturer’s original
for Distribution shipping package):



Item Number§ Suggested Response Yes Alternative
i and Title : . Procedures |
: : Attached

fo iProvidethe i [1]
5 iradionuclide i

tand the

: maximum

tactivity for

ieachtypeof i

: container (e.g., ;

vral syringe);

: : o :D@crlbethe [] : '
5 itype and '
ithicknessof i
‘the “transport
radiation :
shield”
: provided for
:each type of
:container; and

T S S T e e P T L e e e ST e O e T TP L L CCL LT T REPE PR P eee e e T LT TT L CLLL LT EEEEs

{Indicatethe [ ]

5 imaximum '
radlatlon Ievel
_to be expected :
at the surface
iof each '
i“transport
fradiation
ishield” when
the radi oactrve
drug container
Hisfilled with |
the maximum :
activity. '

|..................................v..................................|..................................-..................................:.................................. .................................

110 ‘Radiation :We have developed, and will [] [ ]
Safety Program implement and maintain, : :
110.14 i twritten procedures for leak
: iLeak Tests  itesting that meet the :
‘requirementsin 10 CFR 30. 53
110 CFR 20.1501, and 10 CFR
:20.2103 :



| |tem Number : Suggested Response Yes . Alternative
i and Title : . Procedures |
: : i Attached

. e

111, ‘Waste :We have developed, and will [ ] [ ]
{Management {implement and maintain, 5 5
i Pharmacy-Gen i written procedures for waste
‘erated ‘management that meet the
:Radioactive  irequirementsin 10 CFR
i Wastes 120.2001(a), 10 CFR 20.2003,
iand 10 CFR 20.2006, 10
{CFR 20.2108, 10 CFR 30.51,
‘as applicable.

T T T S T T T T T PP PR

111 ‘Waste :We have developed and will [] []
:Management  {implement and maintain :

i Returned twritten procedures for

Wastesfrom icustomer return of pharmacy

iCustomers  isupplied syringesand vials and i

5 ‘their contents, to specify that: !

ey s upupup e

‘only pharmacy
: ‘supplied ;
isyringesand |
ivialsand their :
‘contentsmay
‘bereturned to ;
‘the pharmacy;

.........................................................................................................................................

fe finstructions

5 ‘will be
iprovidedto i
iradiopharmacy
icustomersfor i
{the proper :
: preparation and
ipackaging of i
itheradioactive
‘waste for '
ireturntothe i
: radiopharmacy;
tand 5



: [tem Number : Suggested Response Yes | Alternative

and Title Proceduresé
e b Attached
o instructions
= will be
iprovided to

: pharmacy staff :
:for the pick-up,;
receiptand
‘disposal of the
‘returned :
iradioactive

.........................................................................................................................................

 that meet the requirementsin
10 CFR 20.2001(a), 10 CFR

e

130.33, and 10 CFR 71.5, as

.............................................................................................................................................................................................................

Appendix E: SampleLicense
A sample license appears on the following pages.

Form 374 - Sample Materials License

| Form 374 - Sample Materials Licence
| 1of 5 !MateriaIsLicense
| 20f5 |[Materials L icense(Supplementary Sheet)
| 30of 5 |Materials License(Supplementary Sheet)
| 40f 5 |[Materials L icense(Supplementary Sheet)
| 50f 5 IMaterials License(Supplementary Sheet)

Appendix F: Information Needed for Transfer of Control
Application
Licensees must provide full information and obtain NRC'’ s prior written consent before

transferring control of the license; some licensees refer to this as “transferring the license.”
Provide the following information concerning changes of control by the applicant (transferor



and/or transferee, as appropriate). If any items are not applicable, so state.

1.

The new name of the licensed organization. If
there is no change, the licensee should so state.

The new licensee contact and telephone
number(s) to facilitate communications.

Any changes in personnel having control over
licensed activities (e.g., officersof a
corporation) and any changes in personnel
named in the license such as radiation safety
officer, authorized users, or any other persons
identified in previous license applications as
responsible for radiation safety or use of
licensed material. The licensee should include
information concerning the qualifications,
training, and responsibilities of new
individuals.

An indication of whether the transferor will
remain in non-licensed business without the
license.

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

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

A detailed description of any changesin the
use, possession, location, or storage of the
licensed materials.

Any changes in organization, location,
facilities, equipment, procedures, or personnel
that would require alicense amendment even
without transferring control.

An indication of whether all surveillance items
and records (e.g., calibrations, leak tests,
surveys, inventories, and accountability
requirements) will be current at the time of
transfer. Provide a description of the status of

all surveillance requirements and records.




10

Confirmation that al records concerning the
safe and effective decommissioning of the
facility, pursuant to 10 CFR 30.35(qg), 40.36(f),
70.25(g), and 72.30(d); public dose; and waste
disposal by release to sewers, incineration,
radioactive materia spills, and on-site burials,
have been transferred to the new licensee, if
licensed activitieswill continue at the same
location, or to the NRC for license
terminations.

11.

A description of the status of the facility,
specifically, the presence or absence 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 site?

12.

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

13

Confirmation that the transferee agrees to abide
by al commitments and representations
previously made to NRC by the transferor.
These include, but are not limited to:

maintai ning decommissioning records required
by 10 CFR 30.35(g); implementing
decontamination activities and
decommissioning of the site; and completing
corrective actions for open inspection 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 site,
and should provide evidence of adequate
resources to fund decommissioning; or the
transferor should provide a commitment to
decontaminate the facility before transferring
control.




With regard to open inspection items, etc., the
transferee should confirm, in writing, that it
accepts full responsibility for open inspection
items and/or any resulting enforcement actions;
or the transferee proposes alternative measures
for meeting the requirements; or the transferor
provides a commitment to close out al such
actions with NRC before license transfer.

14.

Documentation that the transferor and
transferee agree to transferring control of the
licensed materia and activity, and the
conditions of transfer; and the transfereeis
made aware of al open inspection items and its
responsibility for possible resulting
enforcement actions.

15

A commitment by the transferee to abide by all
constraints, conditions, requirements,

representations, and commitments identified in
the existing license. If not, the transferee must
provide a description of its program, to ensure

compliance with the license and regulations.




Appendix G: Model Formatsfor Documenting Training and
Experience for Individuals Responsible for Radiation
Protection Program



Figure G-1 Authorized User or Radiation Safety Officer Training in Basic Radioisotope

Handling Techniques

Name (Last, Firgt, Initial)

Location| Dates Title Total Breakdown of Course in Clock Hours
of Hours
Training RPP BH IR INST REG
TOTALS

RPP - Radiation Protection Principles BH - Biological Hazards

IR - lonizing Radiation Units & Characteristics INST - Radiation detection instrumentation

REG - NRC Regulations and Standards

Figure G-2 Authorized User and Radiation Safety Officer Experiencein Handling

Radioisotopes

(Actual use of radioisotopes under the supervision of an authorized user or Radiation
Safety Officer, respectively)




Name (Last, First, Initial)

Isotope(s) used |Maximum amount| Location of use | Purposeof use* | Tota Hours of
used at any one Experience
time

* Purpose of Use

1. Shipping, receiving, and performing related radiation surveys

2 Using and performing checks for proper operation of dose calibrators, survey meters, and other
instruments used to measure photon- and high energy beta- emitting radionuclides




3 Using and performing checks for proper operation of instruments used to measure apha- and
low energy beta- emitting radionuclides

4 Calculating, assaying, and safely preparing radioactive materials

5 Use of procedures to prevent or minimize contamination and/or use of proper decontamination
procedures



Figure G-3 Authorized Nuclear Pharmacist Training in Basic Radioisotope Handling

Techniques

Name (Last, First, Initial)

Location
of
Training

Dates

Title

Total
Hours

Breakdown of Coursein Clock Hours

RP& |

RP

MATH

RB

CHEM

TOTALS




Signature of Preceptor Authorized Nuclear Date
Pharmacist:

‘| certify that the above described

trai ning/experience has been satisfactorily
completed and that the individual has achieved
alevel of competency sufficient to
ndependently operate a nuclear pharmacy.”

RP&| - Radiation Protection Principles RP - Biological Hazards

RB - lonizing Radiation Units & Characteristics Math - Radiation detection instrumentation
Chem - NRC Regulations and Standards

Figure G-4 Authorized Nuclear Phar macist Experience in Handling Radioisotopes

(Actual use of radioisotopes under the supervision of an authorized user or Radiation
Safety Officer, respectively)

Name (Last, First, Initial)

Isotope(s) used |Maximum amount| Location of use | Purposeof use* | Tota Hours of
used at any one Experience
time




Signature of Preceptor Authorized Nuclear Date
Pharmacist:

‘| certify that the above described

trai ning/experience has been satisfactorily
completed and that the individual has achieved
alevel of competency sufficient to
ndependently operate a nuclear pharmacy.”

* Purpose of Use

1. Shipping, receiving, and performing related radiation surveys

2 Using and performing checks for proper operation of dose calibrators, survey meters, and other
instruments used to measure photon- and high energy beta- emitting radionuclides

3 Using and performing checks for proper operation of instruments used to measure apha- and
low energy beta- emitting radionuclides

4 Calculating, assaying, and safely preparing dosages for patients or human research subjects
5 Use of administrative controls to avoid mistakes in the administration of byproduct material

6. Use of procedures to prevent or minimize contamination and/or use of proper decontamination
procedures



Appendix H: Typical Duties and Responsibilities



The RSO’ s duties and responsibilities include ensuring radiological safety and compliance with
NRC and DOT regulations, and with the conditions of the license (see Figure H.1). Typically,
these duties and responsibilities include ensuring that:

General surveillanceis provided over all activities involving radioactive material, including
routine monitoring, special surveys, and responding to events.

Incidents are responded to, investigated, and cause(s) and appropriate corrective action(s) are
identified, and timely corrective action(s) are taken,

Proper authorities are notified of incidents such as damage, fire, or theft;
Corrective actions are devel oped, implemented, and documented when violations of
regulations or license conditions or program weaknesses are identified;

Immediate termination of all activities following any unsafe condition or activity that is found
to be athreat to public health and safety;

He or sheis the primary source of radiation protection information for personnel at all levels
of responsibility;
All radiation workers are properly trained;

Procedures for the safe use of radioactive materials are developed and implemented,;
The licensee’s procedures and controls, based upon sound radiation protection principles, are
periodically reviewed to ensure that occupational doses and doses to members of the public
are aslow asisreasonably achievable (ALARA). Documentation is maintained to
demonstrate, by measurement or calculation, that the total effective dose equivalent to the
individual member of the public likely to receive the highest dose from the licensed operation
does not exceed the annual limit;

Prospective evaluations are performed of occupational exposures, and those individuals likely
to receive, in one year, aradiation dose in excess of 10% of the allowable limits are provided
personnel monitoring devices;
When necessary, personnel monitoring devices are used and exchanged at the proper intervals,
and records of the results of such monitoring are maintained;
The performance of fume hoods and gloveboxes used for volatile radioactive material work
are monitored for proper operation;
The receipt, opening, and delivery of all packages of radioactive materia arriving at the
nuclear pharmacy are overseen and coordinated;
Aninventory of all radioactive materials is maintained and the types and quantities of
radionuclides at the facility are limited to the forms and amounts authorized by the license;
Sealed sources are leak-tested at required intervals,
There is effective management of the radioactive waste program, including effluent
monitoring;
Packaging and transport of radioactive material isin accordance with all applicable DOT
requirements;
An up-to-date license is maintained and amendment and renewal requests and notifications of
new ANPs are submitted in atimely manner;
Radiation safety program audits are performed at least annually and documented;
He or she acts as liaison to the NRC; and

All required records are properly maintained.



Figure H.1 Typica Duties and Responsibilities of the RSO.




Appendix | : Suggested Commer cial Radiophar macy Audit
Checklist



Note: All areasindicated in audit notes may not be applicable to every license and may not need
to be addressed during each audit. For example, licensees do not need to address areas which do
not apply to the licensee' s activities and activities which have not occurred since the last audit
need not be rewewed at the next audlt

s

............................................................................................................................................................................................................

g |

‘A Last audit of this location conducted on (date)

B ................................................................................................ Werepra/lousaudltsconductedatmtervalsnot
e 0. EXCEEA 12 MoNths? [10 CFR20.1101]
:C. §Were records of previous audits maintained?
: e RO GFR 20.2002] e
D §Wereany deficiencies identified during Iasttwo
st UGS OF WO yeaHS, whichever islonger? -
E. :Were corrective actions taken? (Look for

: repeated deficiencies.)

;A. {1 the maill ng address or places of use changed, was the Ilcense
e, OTONCC? [10 CFRBO3] e
:B. If ownership changed or bankruptcy filed, was NRC prior
oo SO ODANEd Or was NRC notified? [10CPFR3034]
C. Authorized Nuclear Pharmecists
: 1. :New ANP since |ast audit? If

50, does new ANP meet NRC
{training requirements? '
:[10 CFR 32.72, 10 CFR 35.2,
110 CFR 35.980(b), 10 CFR

s



2, :If an individual began work as :
: :an ANP, was NRC notified i
twithin 30 days or was license
‘amended? [10 CFR32.72]

s upupupsis e

D RANONSHAY OITICEN o
1, :New RSO since last audit? If
: 50, does new RSO meet NRC
s ANING reqUirements '
2. If the RSO was changed, was |
e CENSRAMENAEA?
3. 1S RSO fulfilling his/her
...................................................................... A . O WHOM dOBS RSO report?
E AUz US| e
1. :New AU since last audit? Ifso
5 :does new AU meet NRC
ARG requirements? -
2. élfanAU was added, was
S S licenseamended?
:F. : I the designated contact person for NRC changed, was NRC
T ... LLice
G Type and quantity of byproduct material
i1, : Does the license authorize all
5 : of the NRC regul ated
e srOGIONUCldES pOSSESSEA?
2. Is actual possession of those
’ :radionuclides within the Ilmlts
oL,
A | Arefacilities as described in NRC license
S | application? ]
B _Iffacmtleshavechanged, has NRC license

‘ been amended

............................................................................................................................................................................................................

..............................................................................................................................................................................................................



D. éAre there sufficient lead shields (L-block, etc.) for work with
’ iradionuclides?

.............................................................................................................................................................................................................

iE. : Are generators housed in separate room and/or properly
' ishielded to keep doses ALARA?

............................................................................................................................................................................................................

:F. : Are procedures established for identifying, evaluating and
i 'reporti ng safety component defects? [10 CFR 21.21]

R AL LI LEC LN

1. : Constancy, at |east once each
:day prior to assay of patient
: dosages (+10%)?

2. Linearity, at installation and at
s EOULTEA frequency (10%)?
:3. : Geometry dependence, at

s OAON (F1000)?
4, : Accuracy, at installation and at
S :required frequency (+10%)? ¢
5  After repair, adjustment, or

irelocation of the dose
i calibrator, were appropriate

_________________________________________________________________________________________________________________________________________ testsaboverepeated?

iH. : Dose Measurement Systems for Beta- and Alpha-emitters [10

: CFR3272Q] :
;1. éCallbrated for each isotope
S used, with that isotope?
i2, i Constancy, at least once each
5  day prior to assay of patient
T L. o ks LS
i3, : Geometry dependence, at
el EION (21090)2
4, : Accuracy, at installation and at
s TEQUITEM frequency (£10%)?
:5., : Linearity, at installation and at
e 1T frequency (£1006)2
:6. i After repair, adjustment, or

i relocation of the dose
icalibrator, were appropri ate

.............................................................................................................................................................................................................

Area Surveys and Contamination Control [10 CFR 20.1501]



AAreareasurveysbemgperformedatapphcable
|ocations and required frequencies? Records |
:maintained? [10 CFR 20.2103]

............................................................................................................................................................................................................

B, : Are removable contamination surveysbeing

5 i performed at applicable locations and required
‘frequencies? Records maintained? [10 CFR
:20.2103]

B h e e e e e e e e e R e e e e R R e A R R R R R R A A R R R R A R A R R R e R e e e e nn e e e e e R R A A A A e R e R e e A A NN R R R AR AN N R e R s s RAEEEEEEEssssssssrsraresssssssssssesnsessd

iC. Is appropriate corrective action taken and
5 i documented when excess radiation or
:contamination levels are detected?

L L
A :Was each sealed source leak tested every six
e TIONENS OF 21 OtEX prescribed intervals?
B éWasthe leak test performed according to the
T {1 AN
:C. : Are records of results retained with the
T | ‘appropriateinformationincluded?
:D. :Were any sources found leaking and if yes, Was
S NRCnofified? ]
RS e e RS Y e L L,
;A. ; ‘Isarecord kept showing the receipt of each
oo e O SOUICE? [1I0CFRI0S1(EN1)]
:B. i Areall sealed sources physically inventoried
e | VEIY SX MONNS? ]
:C. | Are records of inventory results with

: gppropriate information maintained?

;A. EWereall workers who are likely to exceed 1

: mSv (100 mrem) in ayear instructed per 5
{[10 CFR 19.12]? Refresher training provided,
{as needed? [10 CFR 19.12] Records :
i maintained?

............................................................................................................................................................................................................

iB. {Were other workers trained as needed (e.g.,

i radiopharmacy technicians, authorized users,
 couriers/drivers, ancillary personnel)? [10 CFR:
£30.33] Records maintained? 5



.............................................................................................................................................................................................................

:C. §Are workers knowledgeabl e of applicable 10
i CFR Part 20 radiation protection procedures,
{emergency response procedures and license
: condiitions?

............................................................................................................................................................................................................

) \HAZMAT training provided, if required? [49 :
:CFR 172.700, 49 CFR 172.701, E
i49 CFR 172.702, 49 CFR 172.703, 49 CFR

T B
.M.ﬁ?.?.r.!.?‘!..H?.‘?..QQK‘H.Q'...@.‘.n..Q.I..r.??‘..r.‘.?f.‘?[ ...............................................................................................................................
e N_?__r_ﬁ?_t__r_'_?_t_??'__f'?‘_r_??'___‘_JDK%?'_‘_F_'_F?_‘_?F?'__f'?‘_r_??%_‘?'_?!_'_[‘??f‘??'?
iB. : Are radioactive materials that are stored in a

_controlled or unrestricted area secured from
:unauthorized access or removal? [10 CFR
20 1801]

:C. :Are radioactive materialsthat arein a

5 icontrolled or unrestricted area and not in
i storage controlled and maintained under
: constant surveillance? [10 CFR 20.1802]

............................................................................................................................................................................................................

iD. : Procedures for receiving and opening
A, | [packages? [10CFR20.1906]
E :Transfer of byproduct material only to
tauthorized recipients?
5[10 CFR 30.41, 10 CFR 32.71, 10 CFR 32.72,
S £ Aot R, '
1= Records of receipt and transfer? [10 CFR
ettt eeeeeeeeeeeeemeeeseeeeeeeemsseeteseeemssseseeeeenassseeeeeeennnssaaeteeennnnnaeeerennnnnin 3 051]
Personnel Radiation ProteClion ettt
;A. §AreALARA considerations incorporated into the radiation protection
e P1OGAN? [10 CFR20.IIOUO)] e
B. §Were prospective evaluations performed showing that unmonitored
e ATIVIUBS TECEVE <10% OF limit? [10 CFR20.1502(8)]
C. Did unmonitored individuals' activities change during the year which
e COUA PUUEM OVEr 0% OF M2 s
D If yestoc. above, wasanew evaluation performed?
E. :|s external dosimetry required (individuals likely to receive >10% of '

limit,)? And is dosimetry provided to these individuals?



1. :|s the dosimetry supplier NVLAP approved?
| {[10 CFR 20.1501(c)]

.........................................................................................................................................................

2. §Are the dosimeters exchanged at appropriate
' ifrequency?

.........................................................................................................................................................

:3. : Are dosimetry reports reviewed by the RSO
’ iwhen they are received?

.........................................................................................................................................................

4, : Are the records on NRC Forms or equivalent? |
| [10 CFR 20.2104(d), 10 CFR 20.2106(c)]

......................................................................................................

;a. NRC Form 4

“ Cumulative -
EOccupatlonaI Exposure
‘History” completed?

1) :NRC-Form 5

5 i“Occupational .
: Exposure Record for ai
:Monitoring Period”

U SOOI .o, oo A
5 _P.??.'_?K?Q_P_r_‘?gﬂﬁf!_t_W?ﬂ??f’.@?f).’.?.’f??!? ________________
‘a :1f aworker declared
’ t her pregnancy, did

:licensee comply with
:[10 CFR 20.1208]?

T

ib. :Were records kept of
:embryo/fetus dose per |
:[10 CFR 20.2106(€)]? :

............................................................................................................................................................................................................

F. Monitoring for internal dose if individuals likely to receive >10% of
L ... A,
G ATEWOTKers notified annually of their exposures?
H. Are records of exposures, surveys, monitoring, and evaluations
s ANEAINd [10 CFR 20.2102, 10 CFR 202103, 0 CFR 20.2106
WasteManagement
A WBSESIOTBYRAICES | e
1 Is storage area properly posted? [10 CFR
A e =< F
2 Are containers properly labeled? [10 CFR
________________________________________________________________________________________________________ s N
B. DOCRYMNSONAIC e ,-
5 1. Do radionuclides being stored all have half-

:lives less than 120 days?



2. : Are radionuclides being segregated for storage
: faccording to half-life?

..........................................................................................................................................................

3 éEach radionuclide in radioactive waste stored

i iforaminimum of 10 half-lives?

4 Beforewasieisdisposedof:
a §Survey performed at

ithe container surface
iwith an appropriate |
isurvey instrument set
fon its most sensitive
iscale with no -
{interposed shielding o'

i determine that its :
i radioactivity cannot be'
{distinguished from

____________________________________________________ background?

b, Al radiation labels

:removed or obliterated,
....................................................................................................... ‘asappropriate? ¢
..................................................... 5RecordKeep|ng’>
C Dlsposelbyreleaselntosenltarysewerage ...............................................................
1. Is licensed material readily soluble (or readily

:dlspersble biologically material) in water? [IN :
194-07] Solubility Criteriafor Liquid Effluent
{ Rel eases to Sanitary Sewerage Under the

: Revised 10 CFR Part 20. [10 CFR 20.2003]

.........................................................................................................................................................

12, { Quantity of licensed material that the licensee
: i releases into the sewer each month averaged
tover the monthly volume of water released into'
ithe sewer does not exceed the concentration
ispecified in 10 CFR Part 20, Appendix B,
i Table 3?

i3 |1 more than one radioisotope is rel eased, the

5 isum of the ratios of the average monthly
dlscharge of aradioisotope to the correspondi ng
{limit in 10 CFR Part 20, Appendix B, Table 3
does not exceed unity? :

14, Total quantity of licensed material released |nto
5 the sanitary sewerage system in ayear does not
exceed the limits specified in 10 CFR
20 2003(a) (4)?



1 .............................................. Wastebemgtransferredtoapersonspecmcally
’ ;authorized to receive it? [ 10 CFR 20.2001]

A :Waste returned consists only of items that

5 i contained radioactive materials that the
radlopharmacy supplied (e.g. pharmacy
suppl ied syringes, vials)?

:B. :Waste package checked for removable
;  contamination upon receipt?

;A. :  Effluents from materials bei ng maintained As
: iLow As Reasonably Achievable (ALARA)?

............................................................................................................................................................................................................

:B. Fume hoods checked to confirm an adequate
: arflow?

C ................................................................................................ EffI i onme act|V|ty bemg
: irel eased? :

............................................................................................................................................................................................................

D. Filters being maintained according to the
= imanufacturer’ s instructions and pharmacy
: procedures?

.............................................................................................................................................................................................................

A : Public access to radioactive materials and _
5 texposure to effluents controlled in a manner to
:keep doses below 1 mSv (100 mrem) in ayear?;
[10 CFR 20.1301(a)(1)] f

iB.  Air emissions maintained below constraint Ilmlt
5 fof 0.1 mSv (10 Millirem) in ayear?
:[10 CFR 20.1101(d)]

iC. :Survey or prospective evaluation performed per§
5 110 CFR 20.1501(a)? Have there been any :
tadditions or changes to the storage, security, or
:use of surrounding areas that would necessitate :
§a new survey or evaluation? :

iD. i Unrestricted area radiation levels exceed 0.02
imSv (2 mrem) in any one hour?
[10 CFR 20.1301(a)(2)]

............................................................................................................................................................................................................

iE. : 'Records maintained? [10 CFR 20.2103, 10
’ :CFR 20.2107]



A Procedures for safe use of radioactive materials and emergency
., PrOCEduUres developed and implemented?
B Do the procedures contain the required dements?
AT | Radioactive materidsbeing handledsalely? =~ ..
:D. : Staff wearing protective clothing and personnel monitors as
N . . 14 ot A
iE. : Assistance coordinated with outside agencies for emergency
e TESPONSE (€.9,, fire department)?
F Did any eMErgenCIES OCCUI? | e
1. :If s0, were they handled
e PYODRAY2 ]
2. : Were appropriate corrective
s s CCHOMSTEKEND |
:3. {Was NRC notification or

 reporting required? [10 CFR
:20.2201, 10 CFR 20.2202,

b i10CFR202203]
e oL = e S,
A :DOT-7A or other authorized packages used?

et LA CFR 173415, 49 CPR 173416(0)]
B e Package performance test recordson file?
iC.  Package has two labels (ex. Yellow-11) with TI,
:Nuclide, Activity, and Hazard Class? [49 CFR :
..................................................................................................... 172403, A9CPRI73AM] ]
iD.  Package properly marked? [49 CFR 172.301,
49 CFR 172.304, 49 CFR 172.310, 5
I s L AL <L s N
E. Package closed and sealed during transport?

ettt [ACFRITSATSON e ;
F Sh| pping papers prepared and used? [49 CFR



iG. { Shipping papers contain proper entries?

5 {{ Shipping name, Hazard Class, Identification
Number (UN Number), Total Quantity,
Package Type, Nuclide, RQ, Radioactive 5
iMaterial, Physical and Chemical Form, Activity:
{(SI units required), category of label, Tl, '
i Shipper’ s Name, Certification and Signature,
{ Emergency Response Phone Number,
éEmergency Response Information, and Cargo
tAircraft Only (if applicable)} [49 CFR
1172.200, 49 CFR 172.201, 49 CFR 172.202, 49
{CFR 172.203, 49 CFR 172.204, 49 CFR
1172.604]

iH. i Shipping papers within drivers reach and
i readily accessible during transport?
[49 CFR 177. 817(e)]

............................................................................................................................................................................................................

J. : Any incidents reported to DOT? [49 CFR
: :171.15, 49 CFR 171.16]

;A. | Describe the type, location, and results of

5 imeasurements Does any radiation level exceed
Sregulatory limits? [10 CFR 20.1501(a), 10 '
i CFR 20.1502(a)]

A iWas any radioactive material lost or stolen?
f :Were reports made? [10 CFR 20.2201,
110 CFR 30.50]

B ................................................................................................ Dldanyreportablelnmdentsoccur’)Were ............
5 reports made? [10 CFR 20.2202, 10 CFR

iC. Did any overexposures and high radiation
5 levels occur? Reported?
:[10 CFR 20.2203, 10 CFR 30.50]

.............................................................................................................................................................................................................

iD. §Were any contaminated packages or packages
5 iwith surface radiation levels exceeding :
: 200 mrem received? Reported to NRC?



.............................................................................................................................................................................................................

E. {If any events (as described in items A through
: iD above) did occur, what was root cause? '
{Were appropriate notifications made and
i corrective actions taken?

............................................................................................................................................................................................................

iF. Is the management/RSO aware of telephone
5 ‘number for NRC Emergency Operations
: Center?[(301) 816-51

;A. NRC Form 3 “Notice to Workers’ posted? [10
U | CPRIOML e
iB :NRC regulations, license documents posted or a
5  notice posted? [10 CFR 19.11, 10 CFR 21.6;
i Section 206 of Energy Reorganization Act of

S LOTA] e =
C i Other posting and labeling? [10 CFR 20. 1902
A | J0CFR20.1904]
Record Keeping for DeCOmMMiSSIONINg e
;A. Records kept of information important to
S | 9?99?1‘.[‘1'.??‘.99.'.[‘.9?....[..1..9.955.?’9.???(9?.1 ...................
B : Records include all information outlined in 10
A | (CFRB035(G)
Bulletinsand I nformation Nt CeS | e
A :NRC Bulletins, NRC Information Notices,
.N.M.??.N‘?Y‘(ﬁ?‘.??ﬁ?..[???!?ﬁﬁ .....................................

B Approprlatetral ning and action taken in
T 1L - <.~
Special License CONditionNS OF 1SSUES e
;A. D|d auditor review special license conditions or
:  other issues

;A. ;Summarlze problems/deficiencies identified
I ... KoroiL A
B If problems/deficiencies identified in this audlt

describe corrective actions planned or taken by :
ithe facility. Include date(s) when corrective
i actions are implemented.



.............................................................................................................................................................................................................

:C. : Provide any other recommendations for
’ :improvement.

A - Senior licensee management is appropriately
:involved with the radiation protection program :
iand/or RSO oversight? '

............................................................................................................................................................................................................

:B. RSO has sufficient time to perform his/her
e COICLION SEAEtY QUESD
C. Licensee has sufficient staff to support the

: radiation protection program.



Appendix J: Radiation Monitoring I nstrument
Specifications and M odel Survey Instrument Calibration
Program

The specifications in Table J.1 will help applicants and licensees choose the proper radiation
detection equipment for monitoring the radiological conditions at their facility(ies).

Table J.1 Typical Survey Instruments' Instruments used to measure radiological conditions
at licensed facilities.

| Portable I nstruments Used for Contamination and Ambient Radiation Surveys

| Detectors | Radiation | Energy Range | Efficiency
Exposure Rate Meters |Gamma, X-ray |mR-R IN/A
Count Rate Meters

GM Alpha All energies Moderate
(dependent on window
thickness)

Beta All energies Moderate
(dependent on window
thickness)

Gamma All energies <1%

Nal Scintillator Gamma All energies Moderate
(dependent on crystal
thickness

Plastic Scintillator Beta C-14 or higher Moderate
(dependent on window
thickness)

| Stationary Instruments Used to M easure Wipe, Bioassay, and Effluent Samples

| Detectors | Radiation | Energy Range | Efficiency
L sc |Alpha |All energies |High
Beta All energies High




| Stationary Instruments Used to M easur e Wipe, Bioassay, and Effluent Samples

| Detectors | Radiation | Energy Range | Efficiency
Gamma Moderate
Gamma Counter Gamma All energies High
Nal)*
Gas Proportional |Alpha |All energies |High
Beta All energies Moderate




| Stationary Instruments Used to M easur e Wipe, Bioassay, and Effluent Samples
| Detectors | Radiation | Energy Range | Efficiency
‘ All energies <1%

LTabIefrom The Health Physics & Radiological Health Handbook, Revised Edition, Edited by
ernard Shleien, 1992 (except from * items)

Gamma

Model Instrument Calibration Program
Training

Before allowing an individual to perform survey instrument calibrations, the RSO will
ensurethat heor she has sufficient training and experience to perform independent survey
instrument calibrations.

Classroom training may be in the form of lecture, videotape, or self-study and will cover the
following subject areas:

Principles and practices of radiation protection;

Radioactivity measurements, monitoring techniques, and using instruments;
Mathematics and cal cul ations basic to using and measuring radioactivity; and

Biological effects of radiation.

Appropriate on-the-job-training consists of the following:

® Observing authorized personnel performing survey instrument calibration; and

® Conducting survey meter calibrations under the supervision and in the physical presence of an
individual authorized to perform calibrations.

Facilitiesand Equipment for Calibration of Dose Rate or Exposur e Rate I nstruments

® To reduce doses received by individuals not calibrating instruments, calibrations will be
conducted in an isolated area of the facility or at times when no one else is present:

® [ndividuals conducting calibrations will wear assigned dosimetry; and

® [ndividuals conducting calibrations will use a calibrated and operable survey instrument to
ensure that unexpected changes in exposure rates are identified and corrected.

Model Procedurefor Calibrating Survey Instruments

A radioactive sealed source(s) used for calibrating survey instruments will:

® Approximate a point source;

® Have its apparent source activity or the exposure rate at a given distance traceable by
documented measurements to a standard certified to be within + 5% accuracy by National
Ingtitutes of Standards and Technology (NIST);

® Approximate the same energy and type of radiation as the environment in which the calibrated
device will be employed; and



For dose rate and exposure rate instruments, the source should be strong enough to give an
exposure rate of at least about 7.7 x 10°° coulombs/kilogram/hour (30 mR/hr) at 100 cm
[e.g., 3.1 gigabecquerels (85 mCi) of cesium-137 or 7.8 x 10 megabecquerels (21 mCi) of
cobalt-60.

The three kinds of scales frequently used on dose or dose rate survey meters are calibrated as
follows?:

Linear readout instruments with a single calibration control for all scales shall be adjusted at
the point recommended by the manufacturer or at a point within the normal range of use.
Instruments with calibration controls for each scale shall be adjusted on each scale. After
adjustment, the response of the instrument shall be checked at approximately 20% and 80% of
full scale. Theinstrument’s readings shall be within = 15% of the conventionally true values
for the lower point and £ 10% for the upper point;

Logarithmic readout instruments, which commonly have a single readout scale spanning
several decades, normally have two or more adjustments. The instrument shall be adjusted for
each scale according to site specifications or the manufacturer’s specifications. After
adjustment, calibration shall be checked at a minimum of one point on each decade.
Instrument readings shall have a maximum deviation from the conventionally true value of no
more than 10% of the full decade value;

Meters with adigital display device shall be calibrated the same as meters with alinear scale;
Readings above 2.58 X 10 coulomby/kilogram/hour (1 R/hr) need not be calibrated, but such
scales should be checked for operation and response to radiation; and

The inverse square and radioactive decay law should be used to correct changes in exposure
rate due to changes in distance or source decay.

Surface Contamination Measurement | nstruments

Survey meters' efficiency must be determined by using radiation sources with similar energies
and types of radiation that the survey instrument will be used to measure.

If each scale has a calibration potentiometer, the reading shall be adjusted to read the
conventionally true value at approximately 80% of full scale, and the reading at approximately
20% of full scale shall be observed. If only one calibration potentiometer is available, the
reading shall be adjusted at mid-scale on one of the scales, and readings on the other scales
shall be observed. Readings shall be within 20% of the conventionally true value.

Model Proceduresfor Calibrating, Liquid Scintillation Counters, Gamma Counters, Gas
Flow Proportional Counters, and Multichannel Analyzers

A radioactive seaed source used for calibrating instruments will do the following:

Approximate the geometry of the samples to be analyzed,;

Have its apparent source activity traceable by documented measurements to a standard
certified to be within £ 5% accuracy by National Institutes of Standards and Technology
(NIST); and

Approximate the same energy and type of radiation as the samples that the calibrated device
will be used to measure.

Calibration



e Calibration must produce readings within £ 20% of the actual values over the range of the
instrument.
e Cadlibration of liquid scintillation counters will include quench correction.

Calibration Records

Calibration reports, for all survey instruments, will indicate the procedure used and the data

obtained. The description of the calibration will include:

® The owner or user of the instrument;

® A description of the instrument, including the manufacturer’ s name, model number, serial
number, and type of detector;

® A description of the calibration source, including the exposure rate at a specified distance or
activity on a specified date;

® [or each calibration point, the calculated exposure rate or count rate, the indicated exposure
rate or count rate, the deduced correction factor (the calculated exposure rate or count rate
divided by the indicated exposure rate or count rate), and the scale selected on the instrument;

® [or instruments with external detectors, the angle between the radiation flux field and the
detector (i.e., parallel or perpendicular);

® For instruments with internal detectors, the angle between radiation flux field and a specified
surface of the instrument;

® For detectors with removable shielding, an indication whether the shielding was in place or
removed during the calibration procedure;

® The exposure rate or count rate from a check source, if used; and

® The name of the person who performed the calibration and the date it was performed.

The following information will be attached to the instrument as a calibration sticker or tag:

® [or exposure rate meters, the source isotope used to calibrate the instrument (with correction
factors) for each scale;

® The efficiency; of the instrument, for each isotope the instrument will be used to measure (if
efficiency is not calcul ated before each use);

® For each scale or decade not calibrated, an indication that the scale or decade was checked
only for function but not calibrated;

® The date of calibration and the next calibration due date; and

® The apparent exposure rate or count rate from the check source, if used.

Air Sampler Calibration

In order to assess accurately the air concentration of radioactive materials in agiven location, the
volume of air sampled and the quantity of contaminant in the sample must be determined.
Accurate determination of the volume of air sampled requires standard, reproducible, and
periodic calibration of the air metering devices that are used with air sampling instruments.

The publication entitled “ Air Sampling Instruments” found in the 7th Edition, American
Conference of Governmental Industrial Hygienists, 1989, provides guidance on total air sample
volume calibration methods acceptable to NRC staff, as supplemented below.



Frequency of Calibration

® A licensee committed to aroutine or emergency air sampling program should perform an
acceptable calibration of all airflow or volume metering devices at least annually (see
Regulatory Guide 8.25).

® Specia calibrations should be performed at any time there is reason to believe that the
operating characteristics of a metering device have been changed, by repair or alteration, or
whenever system performance is observed to have changed significantly.

® Routine instrument maintenance should be performed as recommended by the manufacturer.

® Primary or secondary standard instruments used to calibrate air sampling instruments should
be inspected frequently for consistency of performance.

Error Limit For Measurement of Air Sample Volume

Most methods of calibrating airflow or air volume metering devices require direct comparison to
aprimary or secondary standard instrument, to determine a calibration curve or a correction
factor. Anexample of aprimary standard is a spirometer that measures total air volume directly
with high precision by liquid displacement. An example of a secondary standard is a wet-test
meter that has been calibrated against a primary standard. Primary standards are usually accurate
to within = 1% and secondary standards to within + 2%.

The following are significant errors associated with determining the total air volume sampled:

.............................................................................................................................................................................................................

E. : The error in determining the calibration factor. :
: { (An acceptable estimate is the percentage error
{ associated with the standard instrument used in
: the calibration.)& 5

............................................................................................................................................................................................................

{Eg Intrinsic error in reading the meter scale. (An
’ i acceptable estimate is the percentage equivalent:
iof one-half of the smallest scale division, ’

e, OMPAEA O the scalereading)
=% : The percentage error in measurement of
e iSAMpling time that should be kept within 1%.
E,: : The most probable value of the cumulative

: percentage error in the determination of the
:total air volume sampled can be calculated from
; i the following equation, provided thereareno |
ettt et et e e a R st e R st ne e iadditional- ggmﬁcant SOUFCES OF - QFFOFS:---wveerereeest

E, = [E52 + E(:2 + Etz]uz

The most probable value of the cumulative error E,;, in the determination of total volume, should
be less than 20%.

A sample calculation of the most probable value of the cumulative error in total volume
measured is asfollows: If accuracies of the scale reading, the calibration factor, and sample time



aret 4, 2, and 1%, respectively, and there are no other significant sources of error, the
cumulative error would be:

E, =[4?+ 2% + 13 ¥? = 4.58% or approx. 5%

If there are significant differences in pressure and temperature between the calibration site and
the sampling site, appropriate corrections should be made using the ideal gas laws provided
below:

Vs=V1* (PU760) * (273/T1)
where Vs = volume at standard conditions (760 mm & OC)
V1 = volume measured at conditions P1 and T1
T1 = temperature of V1inK
P1 = pressure of V1in mm Hg
Documentation of Calibration of Air Metering Devices

The licensee should maintain records of all routine and special calibrations of airflow or volume
metering devices, including the primary or secondary standard used, method employed, and
estimates of accuracy of the calibrated metering devices. All instruments should be clearly
labeled as to the date and results of the most recent calibration and should include the appropriate
correction factors to be used.

References: Seethe Notice of Availability on theinside front cover of this report to obtain a

1. : Draft Regulatory Guide FC 413-4, “Guide for
: ithe Preparation of Applications for Licenses for
ithe Use of Radioactive Materialsin Calibrating :
: Radiation Survey and Monitoring Instruments,”:

O L.t
i2, : Regulatory Guide 8.25, Revision 1, “Air :
5 : Sampling in the Workplace,” dated June 1992; |
S ... N
3, :NUREG - 1400, “Air Sampling in the

‘Workplace,” dated September 1993.

Additional References:



A - The Health Physics & Radiological Health
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T T T

:5. : ANSI N323A-1997, “Radiation Protection

 Instrumentation Test and Calibration.” Copies :
imay be obtained from the American National
i Standards Institute, 1430 Broadway, New Y ork;
NY 10018 or ordered electronically at the '
ifollowing address: <www.ansi.org>; and

............................................................................................................................................................................................................

6. é“Air Sampling Instruments,” American
: i Conference of Governmental Industrial
:Hygienists, 7th Edition, dated 1989.

Appendix K: Public Dose

This Appendix describes different methods for determining radiation doses to members of the
public.

Licensees must ensure that:

® Theradiation doses received by individual members of the public do not exceed 1 millisievert
(mSv) [100 millirem (mrem)] in one calendar year resulting from the licensee’' s possession
and/or use of licensed materias. (10 CFR 20.1301);

® Air emissions of radioactive material to the environment will not result in exposuresto
individual members of the public in excess of 0.1 mSv (10 mrem) (TEDE) in one year from
those emissions. (10 CFR 20.1101); and

® Theradiation dose in unrestricted areas does not exceed 0.02 mSv (2 mrem) in any one hour.
(10 CFR 20.1301)

yproduct material isused or stored and employees whose assigned duties do not include the u

Eembers of the public include persons who live, work, or may be near locations where
f byproduct material but may who work in the vicinity where such materials are used or stored.

INCLUDES dosesfrom:  DOESNOTINCLUDEdosesfrom: -
. Radigionandor - | Sanitary sewerage
: radioactive material : discharges from

T e 4



o ESources of radiation - ENaturaI background

Eunder the control of a Eradiation;
__________________________________________________ iCensee and
| Air effluents from :Medical administration:
gsourc&s of licensed gof radioactive material;§
e iTodiCCtive materidls, SO0 e
; o 'Voluntary participation;

:in medical research.

ypical unrestricted areas may include offices, shops, areas outside buildings, property, and
orage areas. The licensee does not control access to these areas for purposes of controlling
xposure to radiation or radioactive materials. However, the licensee may control access to
hese areas for other reasons such as security

The licensee may show compliance with the annual dose and constraint limits for individual

members of the public by:

® Demonstrating by measurement or calculation that the TEDE to the individual like to receive
the highest dose at the boundary of the unrestricted area does not exceed 1 mSv (100 mrem)
from all exposure pathways, and does not exceed 0.1 mSv (10 mrem) from air emissions.; and

® Demonstrating that the annual average concentration of radioactive material released in
gaseous and liquid effluents at the boundary of the unrestricted area does not exceed the
values specified in Table 2 of Appendix B to Part 20 (20% of the values for gaseous
effluents); and if an individual were continuously present in an unrestricted area the dose from
external sources would not exceed 0.02 mSv (2 mrem) in an hour and 0.5 mSv (0.05 rem) ina
year.

In order to perform a dose assessment, the licensee should identify all potential sources of
external and internal radiation exposure to members of the public and all locations of use,
transport and storage of radioactive material at their facility. The licensee must then take
radiation measurements or perform calculations to demonstrate compliance.

M easur ements

The licensee may use measurements to demonstrate that the TEDE to the individual likely to
receive the highest dose at the boundary of the unrestricted area does not exceed 1 mSv

(100 mrem) and does not exceed 0.1 mSv (10 mrem) from air emissions. These measurements
may include:

® Doserate surveys for radiation exposures from external radiation sources; and

® Measurements of radionuclidesin air and water effluent.

The method used to measure dose will depend upon the nature of the radiation source. If the
source of radiation is constant, it may be adequate to measure the dose rate and integrate it over
time. If the source of radiation differs or changes over time, it may be necessary to perform
continuous measurements.



Radioactivity releases may be determined by effluent monitoring or by effluent sampling and
analysis. At radiopharmcies, airborne effluents are discharged when potentially volatile materials
are used, such as during iodine capsule preparation, but the discharge itself is usually not
continuous since volatile materials are used periodically rather than continuously. Liquid
effluents may be discharged continuously or may be stored and subsequently discharged on a
batch basis. For each type of source and for each route of potential exposure, consider the
location of measurement points, whether continuous or periodic monitoring is required, the
frequency of sampling and measurement, and any additional information. For discharges of
airborne radionuclides, for example, it may be necessary to obtain information on the efficiency
of filters and the air flow rate of the discharge system, as well as meteorological data and the
distance to the nearest individual member of the public.

Calculation Method

Using a calculation method, the licensee must determine the highest dose an individua islikely
to receive at the boundary of the unrestricted area. The licensee must take into account the
individual’ s exposure from external sources and the concentration of radionuclides in gaseous
and liquid releases. In practice, the licensee may wish to make conservative assumptions to
simplify the dose calculation.

The public dose limit applies to the individual who is likely to receive the highest dose from
licensed operations, therefore, the dose cal culations must consider the location with the potential
for the highest internal and external exposures. This calculation should assume that the
individual was continuously present 24 hours a day, 365 days a year, or an occupancy factor of 1
(see TableK.1). If the result of the calculation using an occupancy factor of 1 demonstrates that
the public dose and constraint limits are not exceeded, then there is no need for further
evaluation.

If the calculation demonstrates that either the public dose or constraint limit is exceeded with an
occupancy factor of 1, then more realistic assumptions of the individual’s occupancy at the points
of highest internal and external exposures must be made. The licensee may use the occupancy
factorsin Table K.1 or may calculate a specific occupancy factor by determining the likely
fraction of time that the individual is present.

Table K.1 Standard Occupancy Factors

Occupancy Factor Description
1 Work areas such as offices, |aboratories, shops,
and occupied space in nearby buildings or
outdoor areas
1/4 Corridors, lounges, elevators using operators,
unattended parking lots



1/16 Waiting rooms, rest rooms, stairways,
unattended elevators, janitor’s closets, outside
areas used only for pedestrians or vehicular
traff

FigureK.1 Calculating Public Dose. Stepsto calculate the annual dose to an individual
member of the public.

Records

The licensee must maintain records to demonstrate compliance with the dose limit for individual
members of the public, until the Commission terminates the license. In general, survey and
monitoring records of ambient radiation and effluent radioactivity should be adequate.

Records demonstrating the dose to an individual member of the public should identify the
instruments used in the survey, the name of the surveyor, the date of the survey, the location of
the survey(s), including a description or drawing of the area surveyed, survey results, and, if
applicable, the occupancy factors used and justification for their use. In addition, records
demonstrating the dose to an individual member of the public that involve effluent sampling
analysis should include information on concentrations of specific radionuclides, minimum
detectable activity of the system and the estimated uncertainty of measurements.

Appendix L: Model Leak Test Program
Training

Before allowing an individual to perform leak testing, the licensee must ensure that he or she has
sufficient classroom and on-the-job training to show competency in performing leak tests
independently.

Classroom training may be in the form of lecture, videotape, or self-study and will cover the
following subject areas:

Principles and practices of radiation protection;

® Radioactivity measurements, monitoring technigques, and using instruments;

® Mathematics and calculations basic using and measuring radioactivity; and

® Biological effects of radiation.

Appropriate on-the-job-training consists of:

® Observing authorized personnel collecting and analyzing leak test samples; and

® Collecting and analyzing leak test samples under the supervision and in the physical presence
of an individual authorized to perform leak tests




Facilities and Equipment

® To ensure achieving the required sensitivity of measurements, leak tests will be analyzed in a
low-background area.

e Useacalibrated and operable survey instrument to check leak test samples for gross
contamination before they are analyzed.

® Analyze the leak test sample using an instrument that is appropriate for the type of radiation to
be measured (e.g., Nal(T1) well counter system for gamma-emitters, liquid scintillation for
beta-emitters, gas-flow proportiona counters for alpha-emitters).

o |f the sengitivity of the counting system is unknown, the minimum detectable activity (MDA)
needs to be determined. The MDA may be determined using the following formula:

I+ 1w
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where: MDA = minimum detectable activity in disintegrations per minute (dpm)
bkg = background count rate in counts per minute (cpm)
t = background counting time in minutes
E = detector efficiency in counts per disintegration
For example:
where: bkg = 200 cpm
E =10%, or 0.1

t = 2 minutes
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=495 dpm

Frequency for Conducting Leak Tests of Sealed Sour ces

Leak tests will be conducted at the frequency specified in the respective SSD Registration
Certificate.

Procedurefor Performing Leak Testing and Analysis

® [or each source to be tested, list identifying information such as sealed source serial number,

radionuclide, activity.

If available, use a survey meter to monitor exposure.

Prepare a separate wipe sample (e.g., cotton swab or filter paper) for each source.

Number each wipe to correlate with identifying information for each source.

Wipe the most accessible area where contamination would accumulate if the sealed source

were leaking.

Select an instrument that is sensitive enough to detect 185 Bq (0.005 microcuries) of the

radionuclide.

® Using the selected instrument, count and record background count rate.

® Check the instrument’s counting efficiency using a standard source of the same radionuclide
as the source being tested or one with similar energy characteristics. Accuracy of standards
should be within £ 5% of the stated value and traceable to primary radiation standard such as
those maintained by the National Institutes of Standards and Technology (NIST).

e Calculate efficiency.



Forexamp|e[(Cpmfromstd)-(cpmfrom:eff|c|ency|ncpm/|3q ..................

:bka)]

£ s

where: cpm = counts per minute
std = standard

bkg = background

Bq = becquerel

® Count each wipe sample; determine net count rate.
® For each sample, calculate and record estimated activity in Bq (or mCi).
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® Sign and date the list of sources, data and calculations. Retain records for 3 years
(10 CFR 20.2103(a)). If the wipe test activity is 185 Bq (0.005 microcurie) or greater, notify
the RSO, so that the source can be withdrawn from use and disposed of properly. Also notify

NRC.



Reference: Seethe Notice of Availability (on the inside front cover of this report) to obtain a
copy of Draft RG FC 412-4, “Guide for the Preparation of Applications for Licenses for the Use
of Radioactive Materialsin Leak-Testing Services,” dated June 1985.






Appendix M: Transportation DOT Regulations Applicable
to Radiophar macy Shipments



The major areasin the DOT regulations most relevant to commercial radiopharmacies for the

transportation of radioactive materia are:

® Hazardous Materials Table, 49 CFR 172.101, App. A, list of hazardous substances and
reportable quantities (RQ), Table 2: Radionuclides.

For the majority of packages shipped by radiopharmacies to their customers, the proper
shipping name to use will be “Radioactive Material, N.O.S.” Other shipments, involving
primarily small quantities of radioactive material, and especially return shipments by
customers, will likely be excepted packages of limited quantity. The DOT requirements for
those shipments can be found in 49 CFR 173.421 and 173.422.

Likewise, for the majority of packages shipped by radiopharmacies, it will not be necessary to
identify the radioactive material as a Hazardous Substance in accordance with Table 2 of
49 CFR 172.101. For the majority of radionuclides contained in packages from
radiopharmacies (i.e., technetium-99m and thallium-201) the threshold for identification as a
Hazardous Substance is on the order of 100 to 1000 curies, which is significantly more than is
contained in the typical shipment. However, for shipments containing more than
10 millicuries of iodine-131, the packages and shipping papers must include the “RQ”
designation of the shipment as containing a reportable quantity. The“RQ” must appear either
before or after the basic description of the shipment on the shipping papers (i.e., “RQ
Radioactive Material, N.O.S., UN 2982") and must be included in the package markings
(Ref. 49 CFR 172.203(c) and 49 CFR 172.324).

® Shipping Papers 49 CFR 172.200-204: General entries, description, additional description
requirements, shipper’s certification

For most packages likely to be shipped by commercial radiopharmacies shipping papers are

required. These must include:

® proper shipping name (as described above);

® hazard class of the material; for radioactive materials, the hazard classis 7;

® identification number; for the proper shipping name, “Radioactive Materia, N.O.S.,” the
identification number is UN 2982;

® package type, which will usually be Type A;

® name and quantity of each radionuclide in the shipment; the radionuclide may be abbreviated
(i.e., Tc-99m);

® physical and chemical form of the radioactive material;

® category of label applied to each package in the shipment (i.e., “Radioactive White-1");

® transport index (T1) of each package bearing Radioactive Y ellow-11 or Radioactive Y ellow-I111
labels;

® emergency response telephone number; and

® shipper’s certification and signature.

Shipping papers may include additional information; however, the additional information must
not detract from the required entries.

For mosgt, if not all, return shipments of wastes from radiopharmacy customers, the packages can



be shipped as excepted packages (limited quantity of radioactive material) and will not require
shipping papers, however, such shipments must include a statement on, in, or transported with,
the package. The statement is contained in 49 CFR 173.422(a)(1), and must be verbatim.
Although the proper preparation of the package of returned waste is the responsibility of the
shipper (i.e., the customer), radiopharmacies should be aware of the specific requirements if they
intend to provide guidance to their customers regarding these types of shipments.
® Package Markings 49 CFR 172.300, 49 CFR 172.301, 49 CFR 172.303, 49 CFR 172.304,
49 CFR 172.310, 49 CFR 172.324: General marking reguirements for non-bulk packaging,
prohibited marking, marking requirements, radioactive material, hazardous substancesin
non-bulk packaging

All certification packages shipped by commercial radiopharmacies (i.e., Type A packages) must
be properly marked, as follows:
® proper shipping name and identification number (i.e., “Radioactive Material, N.O.S,,
UN 2982");
o theletters RQ if the packages contain a hazardous substance, which will only likely occur
when the packages contain more than 10 millicuries of iodine-131; and
® thedesignation Type A, if the package conformsto the Type A requirements.

DOT aso specifies the size and appearance of the markings and markings that are prohibited.

® Package Labeling 49 CFR 172.400, 49 CFR 172.401, 49 CFR 172.403, 49 CFR 172.406,
49 CFR 172.407, 49 CFR 172.436, 49 CFR 172.438, 49 CFR 172.440: Genera labeling
requirements, prohibited labeling, radioactive materials, placement of labels, specifications for
radioactive labels.

All packages routinely prepared and shipped by commercial radiopharmacies are required to
be labeled in accordance with DOT regulations. The labels will usualy be either “Radioactive
White-1,” or “Radioactive Yellow-11.” Radiopharmacies have rarely offered a package |abeled
as “Radioactive Yellow-111" for shipment. Packages exhibiting surface radiation levels equal
to or less than 0.5 millirem per hour will be labeled as * Radioactive White-1.” Thereisno Tl,
defined as a unitless number equivalent to the radiation level, in millirems per hour, at one
meter from the surface of the package, for aWhite-1 label. Packages with surface radiation
levels greater than 0.5 millirem per hour, but less than or equal to 50 millirems per hour, will
be labeled with aYellow-1I label. The Tl for aYellow-11 label must be less than or equal
to“1” Thelowest TIis“0.1,” and al TIs are rounded to the nearest tenth.

Packages required to be labeled must have two labels affixed, on opposite sides, but not on the
top or bottom. The labels must include the identity and quantity of the radionuclidesin the
package. Yelow-Il and Yellow-IlI labels must aso includethe T1. A label may not be
affixed to a package that does not meet the applicable labeling requirements.

® Placarding of Vehicles49 CFR 172.500, 49 CFR 172.502, 49 CFR 172.504, 49 CFR 172.506,
49 CFR 172.516, 49 CFR 172.519, 49 CFR 172.556: Applicability, prohibited and
permissive placarding, general placarding requirements, providing and affixing placards:
highway, visibility and display of placards, specifications for RADIOACTIVE placards.



DOT regulations specify when vehicles carrying hazardous materials must be placarded. For
radiopharmacy shipments, thisis usually applicable only when packages with Y ellow-I11
labels affixed are offered or transported. Since commercial radiopharmacies rarely, if ever,
offer Yellow-I1l packages for transport, placarding of the vehiclesis not of concern and will
not be discussed in detail.

® Emergency Response Information, Subpart G, 49 CFR 172.600, 49 CFR 172.602,
49 CFR 172.604: Applicability and general requirements, emergency response information,
emergency response telephone number.

Persons who offer hazardous materials for transport, including radioactive materials, must

provide or make available emergency response information, including:

® An emergency response telephone number must be included on the shipping papers and the
number must be monitored at all times that the material is being transported. The person
monitoring the telephone number must be either knowledgeable of the hazardous material
being shipped or have comprehensive emergency response and incident mitigation
information for that material, or have immediate access to a person who has such knowledge
and information; and

® Emergency response information for the shipment that will aid emergency respondersin
mitigating the consegquences of an accident, including the health hazards of the material,
handling fires and spillsinvolving the material, and first aid measures must be included on, or
with, the shipping papers.

Applicants and licensees should review the specific DOT requirements applicable to emergency

response information in the devel opment of their programs and procedures.

® Traning, Subpart H, 49 CFR 172.700, 49 CFR 172.702; and 49 CFR 172.704: Purpose and
Scope; applicability and responsibility for training and testing, training requirements.

Licensees who prepare packages of radioactive materials and who transport their own packages

must provide training to their employees who perform those functions. The training must

include:

® General awareness and familiarization training designed to provide familiarity with DOT
requirements, and enable the employee to recognize and identify hazardous materials;

® Function-specific training concerning the DOT requirements which are specifically applicable
to the functions the employee performs (i.e., if the employee’ s duties require him/her to affix
DOT Radioactive labels to packages, he or she must receive training in DOT’ s regulations
governing package labeling); and

® Safety training concerning emergency response information, discussed above; measures to
protect the employee and other employees from the hazards associated with the hazardous
materials to which they may be exposed in the workplace; and methods of avoiding accidents,
such as the proper procedures for handling packages containing hazardous materials.

The training must be provided initially, and then every three years. Records of training must be

mai ntai ned.

® Shippers - General Requirements for Shipments and Packaging, Subpart |, 49 CFR 173.403,
49 CFR 173.410, 49 CFR 173.412, 49 CFR 173.415, 49 CFR 173.431, 49 CFR 173.433,



49 CFR 173.435, 49 CFR 173.441, 49 CFR 173.443, 49 CFR 173.448, 49 CFR 173.475:
Definitions, general design requirements, additional design requirements for Type A
packages, authorized Type A packages, activity limitsfor Type A... packages, requirements
for determining A, and A,..., table of A, and A, values for radionuclides, radiation level
limitations, contamination control, genera transportation requirements, quality control
requirements prior to each shipment.

Package Activity Limits

Before offering a radioactive materials package for transport, the shipper must determine the
category of the shipment. Licenseeswill likely prepare or transport two categories of packages
containing radioactive material. The categories are based, in part, on the activity of the
radioactive material contained in the package. The categories, activity ranges, packaging
requirements, and examples are provided in Table M.1. All quantities referenced here are
multiples of the A, (normal form) values specified for radionuclidesin 49 CFR 173.435, and the
physical form is assumed to always be liquid.

Table M.1 Package Activity Limits

Category Activity Range Packaging Example
Requirements
|[Excepted packages, Lessthan 10“ A, 49 CFR 173.421 and |Lessthan 21.6
limited quantity of 173.422 millicuries of
radioactive material technetium-99m

(usually for returned
waste shipments)

IRadioactive Material, |Greater than 10“ A, but| Type A packaging More than 21.6

N.O.S. lessthan A, (49 CFR 173.410; millicuries, but less
than 216 curies of
49 CFR 173.412; technetium-99m
49 CFR 173.415;
49 CFR 173.431;
49 CFR 173.433)

Once the quantity of material in the package has been determined, the appropriate packaging
must be selected.

Packaging Design

Packages of radioactive material offered as excepted packages, limited quantity of radioactive
material, in accordance with 49 CFR 173.421, are required to meet the minimum packaging
requirements of 49 CFR 173.410. Those requirements primarily address, but are not limited to,



maintaining package integrity and contents during conditions normally expected to occur during
transport. This does not include survival during accidents. Packaging normally used by
commercial radiopharmacies (i.e., military ammunition boxes, “briefcases,” and
cardboard/fiberboard boxes, typically meet and exceed those minimal requirements).

Packages containing “ Type A” quantities must meet more stringent criteria, including testing to
demonstrate that the packages will maintain their integrity of containment and shielding during
normal conditions of transport. Thetesting criteriafor Type A packages are listed in

49 CFR 173.465. Before offering a Type A package for shipment, the shipper is responsible for
ensuring that the package has been tested to meet the criteriafor the contents and the
configuration to be shipped and maintaining a certificate of testing. Shippers are not required to
personally test the packages, only to ensure that the testing was performed before use.

Quality Control

Prior to each shipment, the shipper is required to determine that the package isin condition for
shipment. The determinations must include, but are not limited to verification of the following:
® Package is proper for the contents to be shipped,;

® Packaging isin unimpaired physical condition; and

e External radiation and contamination levels are within the allowable limits.

The quality control requirements for radioactive material packages are located in
49 CFR 173.475.

The external radiation and contamination level limits are located in 49 CFR 173.441 and
173.443. The applicant should ensure that its procedures for preparing radioactive material
packages include provisions to survey the handle on ammunition boxes and briefcases used as
packaging, in addition to the closure clasp on ammunition boxes. Excessive contamination has
been identified in those locations in severa package contamination events reported to NRC in the
past.

Carriage by Public Highway - General Information and Regulations, Subpart A,
49 CFR 177.816, 49 CFR 177.817, 49 CFR 177.834, 49 CFR 177.842: Driver training, shipping
paper, general requirements (secured against movement), Class 7 (radioactive) material.

Licensees who intend to transport their own packages must ensure that their driversreceive

training in the safe operation of the vehicle transporting the hazardous material packages. The

training requirements include, but are not limited to:

® Pre-trip safety inspection of the vehicle;

® Requirements pertaining to vehicle attendance and incident reporting; and

e | oading and unloading of the materials, including blocking and bracing the packages and
separation from occupied compartments.

The specific training requirements are located in 49 CFR 177.816.



The licensee must also ensure that its drivers maintain the shipping papers accessible during
transport and when the driver is not at the vehicle controls. During transport, the shipping papers
must be located within the driver’s reach while restrained by the lap belt — either in a pocket in
the driver’ s door of the vehicle or readily visible to someone entering the driver’ s compartment.
In an accident, emergency responders are instructed to look in those locations for the shipping
papersto aid in handling the hazardous material aspects, if any. Failureto properly locate
shipping papers could adversely impact the response to an accident, result in actions that spread
radioactive contamination, and result in unnecessary radiation exposures to the responders.
When the driver is not at the vehicle controls, such as during deliveries to customers, the
shipping papers for the packages remaining in the vehicle must be either in the pocket in the
driver’s side door or on the driver’s seat in the vehicle.

49 CFR 177.834(a) and 177.842 require that packages of radioactive materials be blocked and
braced so that they cannot change position during conditions normally incident to transportation.
The method used must prevent lateral movement of the packages during normal transport
conditions (turns, curves, potholes, dips, stopping and acceleration, etc.). This does not include
accident situations. The key test for evaluating the effectiveness of blocking and bracing isto
attempt to move the package by hand after it isloaded. If the package can be moved through
normal (non-Herculean) effort, then it is not properly blocked and braced. The use of a non-skid
material on the vehicle surface where the package is loaded is not sufficient by itself. Additional
means are necessary to block the package within the vehicle.

Appendix N: Model Personnel Training Program



Trammg Program

..............................................................................................................................................................................................................

‘Before an empl oyee assumes duties with or in
:the immediate vicinity of radioactive materials; ;

..........................................................................................................

At least annually, as refresher training for all
iemployees; and

.........................................................................................................

: Whenever a significant change occursin duties,;
:regulations, or the terms of the NRC licens

.............................................................................................................................................................................................................

Subjects covered for individual s working with, or in the vacinity of,
i radioactive materials or radiation:

SSafe radiation practices associated with the job
: (examples of topics that may be covered are |
ifound in Section 3 of this Appendix);

...........................................................................................................

T T P

..............................................................................................................................................................................................................

..........................................................................................................

'S gnificance of the radiation symbol and its use
ion signs and labels; i

...........................................................................................................

.........................................................................................................

§Whether the individual is authorized accessto
ithe restricted areas of the pharmacy. ’

g g g

{Instruction in the licensee' s site-specific
éradiation safety program and NRC regulatory
irequirements may be in the form of lecture,
idemonstrations, videotape, or self-study, and
i should emphasize practical subjectsimportant
ito the safe use of licensed materid; and :

..........................................................................................................

: Individuals receiving instructions should be
i provided an opportunity to ask questions

............................................................................................................................................................................................................

Instruction for individuals likely to receive an occupational dose in
iexcess of 100 mSv (100 mrem)

-y

: Before an employee assumes dutieswith or in
: the immediate vicinity of radioactive materials;



o : Whenever a significant change occursin duties,;
’ regul ations, or terms of the NRC license. i

..............................................................................................................................................................................................................

122 e Licensee must provide instruction in subjects covered in 10 CFR 19.12.

2.3 i Records of initial and refresher training should be maintained and

| ..?.*_‘9_‘_!'_9_'_[‘9'__‘{@9 _________________________________________________________________________________________________________________________
;- Name of the individual who provided the
S L. . L
- Nam& of the individuals who received the
s SUUCHOM s

: ‘e ‘Date of instruction List of the topics covered.

3 Suggested radiation safety training topics for individuals working with,

tor in the vicinity of, byproduct material (this section isintended as a
Eguide to topics covered in atypical radiation safety training program;
'topics selected should be commensurate with the individuals' duties).

..............................................................................................................................................................................................................

31 ..?."??..C....r.??'.'.??'.9[‘..??‘??.‘.}{.'.[‘.‘(.9[@??.'.9? ................................................................................
;- Basic radiation biology (e.g., interaction of
e ONIZING rediigtion with cells and tissues);,

y RABONSHRLY ]
irediation vs.

T contamination;

internal vs. external

S {OXPOSUIE,

biological effects of

A rediation;

e ALARA concept; and :

 use of time, distance,

: :and shielding to
_______________________________________________________________________________________________________ .minimize exposure;
- Risk estimates, including comparison with
e OE REAltN S (10CPR19.12), ;
Regulatory requirements .. '
N RSO

:material control and

T accountability,

:dose to individual :

S members of the public;:

i personnel dosimetry;



 occupational dose
5 :limits and their
:significance;

 dose limits to the

: :embryo/fetus,
fincluding instruction
i on declaration of

I PIEGANCY:
:workers righttobe |

tinformed of 5
:occupational radiation |

____________________________________________________ OXPOSUE; o
Eradiation safety
S program audits;,
ordering and receipt of
e KOOGS,
A WS, o
e westedisposdl;
T recordkeeping;
b AV EYS, ]
.................................................. POSUNGS, .o
S & labeling of containers; :
:handling and reporting
S .0f incidertts or events; :
:licensing and
s ITISPECHION DY NRC,
:need for complete and |
S accurate information;  :
:employee protection
S S | T eeememseenen DO DEYEHE MUSCONGUCE.
3.2 9?(‘_?[?!_FF.’.F?.'.F??{T?T__??'Ff?.‘ﬁ?_?f__[?‘?'_'_?'??t_??? ____________________________________________________________
- §Wear alaboratory coat or other protective

:clothing at all times when working with
iradioactive materials;

.........................................................................................................................................................

o : Use syringe shields and vial shields when
’ : preparing and handling radioactive drugs;



........................................................

i Measure the molybdenum-99 content of each
égenerator elution and do not transfer those
tradiopharmaceuticals for human medical use
ithat will contain more than 0.15microcuries of
:molybdenum-99 per mCi of technetium-99m at
ithe time of administration; 5

....................................................................................................................................................

‘Wear disposable gloves at all times when
i handling radioactive materials and change
:glovesfrequently to minimize the spread of

contam nation;

s <

: Before leaving the hot lab, monitor hands,

ishoes, and clothing for contaminationin a :
{low-background area, allowing sufficient time
‘for instrument response; 5

Do not eat, drink, smoke, or apply cosmeticsin
:any areawhere licensed material is stored or

T T T T P

:Do not store food, drink, or personal effectsin
 areas where licensed material is stored or used :
{(see Figure P.1). Personal items brought into
ithe restricted area (i.e., radios, compact discs,

i notepads, books, etc.) should be surveyed for

i contamination before removal from the area;

....................................................................................................................................................

Food and beverages used in the preparation of
i radiopharmaceutical s should be clearly labeled
i“Not for personal consumption” if stored with
radi oactive materials; :

....................................................................................................................................................

Wear personnel monitoring devices, if requi red
tat al times while in areas where licensed

imaterials are used or stored:

~ Disposeof radioactivewasteonlyin
gdesignated, labeled and properly shielded

....................................................................................................................................................

.....................................................................................................................................................

i Store radioactive solutions in clearly labeled

i containers; and

....................................................................................................................................................

Secure al licensed material when it is not under
the constant surveillance and immediate control
of the user(s)

.....................................................................................................................................................



_____________________________________________________ SO, e
e  Potential hazards associated with radioactive
’ :material in each areawhere the individuals will
..................................................... WOT K, e
- éSpeciaI procedures for handling volatile
T L = - T
e TOPEN USE Of redidtion shielding,
e PYOPEN USE Of SUIVEY and analytical instruments,
o : Appropriate response to spills, emergencies or :
e OWEr Unsafe cONditions, :
e EMergency procedures,
e ETEVIOUS INCIENtS, EVENtS and/or accidents; ¢
T | SUNVEY DIOGIAM, e
s ENTIUEAE MoNitOring and control;
o : Customer-returned waste pickup, receipt, and
A L.c.\. 1L
T | Waste management and minimization;
e EASONNE MONItOMING
o Procedures for receiving packages containing
e rOAICRCtIVE MM,
e PYOCEUres fOr Opening packages, G
A Sedled sourcesand leck testsand ;
o  Other topics, as applicable. ;

Appendix O: Model Dose Calibrator Testing Program



Model Proceduresfor Testing Dose Calibrators Used to
M easur e Photon-emitting Radionuclides

This model procedure can be used by applicants and licensees for checking and testing dose

caI ibrators.

..................................................................

:Test for the following at the indicated frequency. Consider
repair, replacement, or arithmetic correction if the dose
icalibrator falls outside the suggested tol erances.

...........................................................................................................................................

§Constancy, at least once each day prior to assay of patient
i dosages (a safe margin is considered to be below +10%).

...........................................................................................................................................

: Linearity at installation and at |east quarterly thereafter (a safe
imargin is considered to be below +10%). :

. Geometrydependenceatmstallatlon(awfemargmm .....................
iconsidered to be below +10%).

..........................................................................................................................................

Accuracy, at installation and at |least annually thereafter (a scfe
imargin is considered to be below +10%).

- .........................................................................................................................................:

:After repair, adjustment, or relocation of the dose calibrator,
isuch that proper function of the ionization chamber or
' :electronics would likely be in doubt, repeat the above tests as

 appropriate.

..........................................................................................................................................

Constancy means reproducibility in measuring a constant source

tover along period of time. Assay at least one relatively long-
{lived source such as cesium-137, cobalt-60, cobalt-57, or
fradium-226 using a reproducible geometry each day before i
:using the calibrator; however, cobalt-57 and radium-226 are not:
isubject to NRC licensing; the appropriate State agency should
i be consulted to determine its requirements for possessing this
imaterial. Consider using two or more sources with different

{ photon energies and activities.

...........................................................................................................................................

Aswy each reference source using the appropriate dose
calibrator setting (i.e., use the cesium-137 setting to assay
icesium-137).
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M easure background at the same setting, and subtract or
gconfi rm the proper operation of the automatic background
icircuit if it isused.

...........................................................................................................................................

For each source used either plot or log (i.e., record in the dose
icalibrator log book) the background level for each setting '
i checked and the net activity of each constancy source.

............................................................................................................................................



