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Description of the Information Collection

The Nuclear Regulatory Commission regulations in 10 CFR Part 32 contain requirements for
specific licenses for the introduction of byproduct material into products or materials and
transfer of the products or materials to general licensees or persons exempt from licensing. 
Part 32 also prescribes requirements governing holders of the specific licenses.  Some of the
requirements are for information which must be submitted in an application for a specific
license, records which must be kept, reports which must be submitted, and information which
must be forwarded to general licensees and persons exempt from licensing.  In addition,
10 CFR Part 32 prescribes requirements for the issuance of certificates of registration
(concerning radiation safety information about a product) to manufacturers or initial transferors
of sealed sources and devices.  These regulations were issued pursuant to the Atomic Energy
Act of 1954, as amended, and the Energy Reorganization Act of 1974, as amended. 

A. Justification

1. Need for and Practical Utility of the Collection of Information  

Section 32.11 establishes the information which must be submitted in an application for a
specific license which would authorize the introduction of byproduct material into a product or
material and transfer of the product or material to persons exempt from licensing.  The
applicant must provide a description of the product or material into which the byproduct material
will be introduced, how the byproduct material will be introduced, the initial concentration of the
byproduct material to be introduced, the control methods to assure that no more than the
specified concentration will be introduced, the estimated time interval between introduction and
transfer of the product or material, and the estimated concentration of the byproduct material at
the time of transfer.  The applicant must also provide reasonable assurance that the
concentration will not exceed the values specified in Section 30.70, and that the product or
material is not likely to be incorporated into any commodity or product designed for ingestion or
inhalation by, or application to, a human being.  

This information is necessary to determine the kind of products and materials into which
byproduct material will be incorporated and provides NRC with information concerning those
persons who would produce and transfer the products or materials.  NRC Form 313,
"Application for Material License," which is used to collect this information, has previously been
cleared under OMB Clearance No. 3150-0120, which should be referred to for additional
supporting information, burden, and cost data.  

Section 32.12 requires that persons licensed pursuant to Section 32.11 maintain records of
transfer of material and file a report with the NRC every 5 years, or at the time of license
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renewal or termination.  The report must identify the type and quantity of each product or
material into which byproduct material was introduced, the name and address of the person
who owned or possessed the product or material into which the byproduct material was
introduced, the type and quantity of each radionuclide introduced, and the concentration at the
time of transfer.  The record of transfer must be retained for 1 year after the event is included in
a report to the Commission.  The records are reviewed by NRC inspectors to determine
compliance with transfer documentation requirements.  Currently, there is no burden associated
with this requirement because there are no licensees in this category.

These records and reports are necessary so that the NRC will be aware of what types and
quantities of byproduct materials are introduced into materials which could enter the
environment and/or be used by persons not subject to any regulatory requirements.  Even in
the event there have been no transfers, a report is required so that the NRC will know that all
licensees required to report under Section 32.12 have accounted for all distribution of material.

Section 32.14(b) requires that the applicant for a specific license to manufacture or distribute a
variety of items containing byproduct material to persons exempt from licensing pursuant to
Section 30.15 must submit information on the chemical and physical form and maximum
amount of byproduct material in the product, details of construction and design, method of
containment or binding of the byproduct material in the product, procedures for and results of
prototype testing of the product, quality control procedures and quality control standards to be
followed in fabrication of production lots of the product, the proposed method of labeling or
marking each product except timepieces, and the radiation levels around the device and
method used to measure these levels.  The variety of items includes timepieces, timepieces
containing less than 25mCi of gaseous tritium light sources (GTLs), hands, and dials containing
tritium and promethium-147; electron tubes containing tritium, cobalt-60, nickel-63, krypton-85,
cesium-137, and promethium-147; ionizing radiation measuring instruments containing a
number of byproduct materials; and spark gap irradiators containing cobalt-60.

This information is necessary for the NRC to make a determination that the method of
containment or binding of the byproduct material in the product is such that the radioactive
material will not be released or removed from the product under the most severe conditions
which are likely to be encountered in normal use and handling.  NRC Form 313, which is used
to collect this information, has previously been cleared under OMB Clearance No. 3150-0120,
which should be referred to for additional supporting information, burden, and cost data.  

Section 32.15(b) provides that persons applying for a license or license amendment pursuant to
Section 32.14 may submit alternative procedures to be used instead of random sample tables
and Lot Tolerance Percent Defective size for acceptance or rejection inspection, as required for
issuance of a license under Section 32.14.  

This information is necessary for the NRC to assure that the applicant's proposed methods
provide a Lot Tolerance Percent Defective of 5.0 percent at the consumer's risk of 0.10.  NRC
Form 313, which is used to collect this information, has previously been cleared under OMB
Clearance No. 3150-0120, which should be referred to for additional supporting information,
burden, and cost data.  

Section 32.15(d) requires that persons licensed pursuant to Section 32.14 label or mark each
unit, except for timepieces, hands or dials containing tritium or promethium-147, and its
container so that the manufacturer or the initial transferor of the product and the byproduct
material in the product can be identified by the consumer and, if necessary, the NRC.  
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This requirement is necessary so that in the event of a recall or problem with the item, the
public and the NRC can readily determine who the initial distributor is from all the non-licensed
distributors in the marketing chain.  

Section 32.16 requires that persons licensed pursuant to Sections 32.14 or 32.17 maintain
records of transfer of material and submit a report to NRC every 5 years or at the time of
license renewal or termination.  The report must identify the type of product, the total quantity of
the radionuclide, and the number of units of each type of product distributed over the reporting
period.  The record of transfer must be retained for 1 year after the event is included in a report
to the Commission.  

These records and reports are necessary so that the NRC will be aware of the type and
quantity of products and amount of radioactive material distributed to persons exempt from
licensing.  The records are reviewed by NRC inspectors to determine compliance with transfer
documentation requirements.  Even in the event there have been no transfers, a report is
required so that NRC will know that all licensees required to report under Section 32.16 have
accounted for all distribution of material.

Section 32.17 establishes the information which must be submitted in an application for a
specific license to manufacture, or initially transfer for sale or distribution, synthetic plastic
resins containing scandium-46 designed for sand-consolidation in oil wells to persons exempt
from licensing pursuant to Section 30.16.  Section 32.17(c) requires that the applicant submit a
general description of the product to be manufactured, or initially distributed, and a description
of the control procedures to be used to assure that the scandium-46 in the final product will not
exceed the specified concentration.  Section 32.17(d) requires that each container of a product
covered under Section 32.17 bear a durable, legible label approved by the Commission.  The
label must contain the product name, a statement that the product contains radioactive
scandium and is designed and manufactured only for sand-consolidation in oil wells, the
necessary instructions for proper use, and the manufacturer's name.

This information is necessary so that the NRC may determine the adequacy of safety of the
product and that it meets the concentration limits specified for the scandium-46.  In addition, it
is necessary for the NRC to make a determination that the consumer will be aware, especially
at time of purchase, that the product contains radioactive material, and who the manufacturer or
initial distributor was in the event a problem arises.  There are currently no licensees subject to
this requirement, and none are anticipated for the foreseeable future.  Hence, the burden
shown is zero.

Section 32.18(d) requires the applicant for a specific license to manufacture, process, produce,
package, repackage, or transfer quantities of byproduct material for commercial distribution to
persons exempt from licensing pursuant to Section 30.18 to submit copies of prototype labels
and brochures for staff review and approval.  

The information is necessary so that NRC may determine that the applicant is familiar with the
requirements and that the labels and brochures are correct and adequately provide the
appropriate information to the ultimate user.  NRC Form 313, which is used to collect this
information, has previously been cleared under OMB Clearance No. 3150-0120, which should
be referred to for additional supporting information, burden, and cost data.  

Section 32.19(c) requires that persons licensed pursuant to Section 32.18 label the immediate
container of each quantity or separately packaged fractional quantity of byproduct material with
the radioisotope, the quantity of radioactivity, and the words "Radioactive Material."  
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This requirement is necessary so that individuals who handle these packages will know they
contain radioactive material and in the event of an accident will know the type of isotope
involved and the amount.  

Section 32.19(d) requires, in addition to the labeling information required by Section 32.19(c),
that persons licensed pursuant to Section 32.18 label the immediate container of each product
with, or include in an accompanying brochure:  a statement that the contents are exempt from
licensing requirements; the words "Radioactive Material-Not for Human Use-Introduction Into
Foods, Beverages, Cosmetics, Drugs, or Medicinals, or Into Products Manufactured for
Commercial Distribution is Prohibited-Exempt Quantities Should Not Be Combined"; and the
appropriate radiation safety precautions and instructions for the handling, use, storage, and
disposal of the radioactive material.

This requirement is necessary so that individuals who actually handle inner containers will know
that the material is exempt from NRC or Agreement State licensing, but in any event is not for
human use in any manner, and so that appropriate additional radiation safety precautions and
instructions relating to the handling, use, storage, and disposal of the radioactive material will
be available to the user.

Section 32.20(a) requires that persons licensed pursuant to Section 32.18 maintain records of
transfer of material.  The records must identify each person to whom byproduct material is
transferred for use under Section 30.18 and the kinds and quantities of material transferred. 
The record of transfer must be retained for 1 year after the event is included in a report to the
Commission.  The records are reviewed by NRC inspectors to determine compliance with
transfer documentation requirements.  Sections 32.20(b), (c), and (d) require that licensees file
a summary report of the total quantity of each isotope transferred under the specific license. 
The report must be filed with NRC every 5 years or at the time of license renewal or
termination.  The report must identify each radioisotope and the total quantity of each
radioisotope distributed to persons exempt from licensing.  

These records and reports are necessary so that NRC will be aware of the amount of
radioactive material distributed to persons over whom there are no regulatory controls.  Even in
the event there have been no transfers, a report is required so that NRC will know that all
licensees required to report under Section 32.20 have accounted for all distribution of material.

Section 32.21(a) requires the applicant for a specific license to manufacture, prepare, process,
produce, package, repackage, or transfer for commercial distribution of “human ‘in vivo’
diagnostic capsules containing 37 kBq (1F Ci) carbon-14 urea to persons exempt from
licensing” to submit information related to the applicant’s qualifications as a drug manufacturer
or nuclear pharmacy; commitments to assure that each capsule meets the criteria in this
section; commitments that the radioactive material will not be put into any other products
intended for human ingestion, inhalation, or application; and commitments that the radioactive
material will not be put into any other commercially distributed products.  This section also
requires the applicant to submit copies of prototype labels and brochures for NRC approval.
However, the one-time burden for developing a prototype label for these capsules has been
completed.  Only one licensee has a license under this provision.  

This information is necessary so that NRC may determine the adequacy of the product and that
the product meets the conditions of license criteria for such products as set forth in Section
32.21(a).  NRC Form 313, which is used to collect this information, has previously been cleared
under OMB Clearance No. 3150-0120, which should be referred to for additional supporting
information, burden, and cost data.  
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Section 32.21a specifies the labeling requirements for capsules containing carbon-14 urea and
requires that the label identify the radioisotope, the physical and chemical form, the quantity of
radioactivity at a specific date, contain information on use and disposal, and a statement that
the contents are exempt from NRC or Agreement State licensing requirements. 

This information is necessary so that NRC can assure proper distribution and use of the
material and so that individuals who handle these packages will know they contain radioactive
material and in the event of an accident will know the type and amount of the isotope involved.

Section 32.22(a)(2) requires the applicant for a specific license to manufacture, process,
produce, or initially distribute self-luminous products containing tritium, krypton-85, or
promethium-147 for use by persons exempt from licensing pursuant to Section 30.19 to submit
information relating to the design, manufacture, prototype testing, quality control procedures,
labeling or marking, and conditions of handling, storage, use, and disposal of the product.  

This information is necessary so that NRC may determine the adequacy of the product and that
the product meets the safety criteria for such products as set forth in Section 32.23.  NRC Form
313, which is used to collect this information, has previously been cleared under OMB
Clearance No. 3150-0120, which should be referred to for additional supporting information,
burden, and cost data.  

Section 32.23 requires that an applicant for a license under Section 32.22 must demonstrate
that the product is designed and will be manufactured so that specified safety criteria will be
met to ensure that doses to individuals do not exceed indicated limits.

This information is necessary so that NRC may determine the adequacy of the product and that
the product meets the safety criteria for such products as set forth in NRC regulations.

Section 32.25(b) requires that persons licensed pursuant to Section 32.22 label or mark each
unit so that the manufacturer, processor, producer, or initial transferor and the byproduct
material can be identified.

This label is required to be available on the device so that if the device is lost, or there is an
accident, the appropriate party can be contacted for vital information to determine the degree of
possible hazard.  

Section 32.25(c) requires that persons licensed pursuant to Section 32.22 maintain records and
file reports of transfers.  The report must be filed with NRC every 5 years or at the time of
license renewal or termination.  The records and reports must identify each type of product, the
radioisotope in each product, the total quantity of radioactive material, and the number of units
of each product distributed.  The record of transfer must be retained for 1 year after the event is
included in a report to the Commission.  The records are reviewed by NRC inspectors to
determine compliance with transfer documentation requirements.

These records and reports are necessary so that NRC will be aware of the kinds of products
distributed, the number of products distributed, and the amount of radioactive material in the
products.  The products distributed include products available to the general public such as self-
luminous backlit liquid crystal display digital watches.  Even in the event there have been no
transfers, a report is required so that NRC will know that all licensees required to report under
Section 32.25(c) have accounted for all distribution of material.
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Section 32.26(b) requires the applicant for a specific license to manufacture or initially distribute
gas and aerosol detectors containing byproduct material and designed to protect life or property
from fires and airborne hazards, or to initially transfer such products pursuant to Section 30.20,
to submit information relating to the design, manufacture, prototype testing, quality control
procedures, and conditions of handling, storage, use, and disposal of the gas and aerosol
detectors.  

This information is necessary so that NRC may determine that the product meets the safety
criteria for gas and aerosol detectors as set forth in NRC regulations.  NRC Form 313, which is
used to collect this information, has previously been cleared under OMB Clearance No. 3150-
0120, which should be referred to for additional supporting information, burden, and cost data.  

Section 32.27 requires that an applicant for a license under Section 32.26 must demonstrate
that the product is designed and will be manufactured so that specified safety criteria will be
met to ensure that doses to individuals do not exceed indicated limits.

This information is necessary so that NRC may determine the adequacy of the product and that
the product meets the safety criteria for such products as set forth in NRC regulations.

Section 32.29(b) requires that persons licensed pursuant to Section 32.26 label each detector
and its point-of-sale package.  The label or mark on the detector is to contain the statement,
"CONTAINS RADIOACTIVE MATERIAL"; the name of the radionuclide and quantity of activity;
and the identification of the person licensed under Section 32.26 to transfer the detector for use
pursuant to Section 30.20.  The label or marking on the external surface of the point-of-sale
package is to contain the name of the radionuclide and quantity of activity, the identification of
the person licensed under Section 32.26 to transfer the detector for use pursuant to Section
30.20, and the statement that the detector contains radioactive material and has been
manufactured in compliance with NRC safety criteria.  

The information is necessary so that consumers will be put on notice that the item contains a
radioactive substance, so that the consumers may then make a choice as to whether they want
a radioactive or non-radioactive aerosol detector in their home.  This labeling information is for
the use of consumers, not the NRC.

Section 32.29(c) requires that persons licensed pursuant to Section 32.26 maintain records and
file reports of transfers.  The report must be filed with NRC every 5 years or at the time of
license renewal or termination.  The records and reports must describe or identify each product,
each radioisotope contained in each type of product, the total quantity of radioactive material,
and the number of units of each product distributed.  The record of transfer must be retained for
1 year after the event is included in a report to the Commission.  The records are reviewed by
NRC inspectors to determine compliance with transfer documentation requirements.

These records and reports are necessary so that NRC will be aware of the kinds of products
distributed, which could include products available to the general public such as ionization-type
smoke detectors containing americium-241.  Even if there have been no transfers, a report is
required so that NRC will know that all licensees required to report under Section 32.29(c) have
accounted for all distribution of material.

Section 32.51(a)(2) requires that the applicant for a specific license to manufacture or initially
transfer devices containing byproduct material to persons generally licensed pursuant to
Section 31.5 submit information relating to the design, manufacture, prototype testing, quality
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control, labels, proposed uses, installation, servicing, leak testing, operating and safety
instructions, and potential hazards of the device. 

The information is necessary so that the NRC may determine that the device has an adequate
margin of safety and that any operations to be conducted by the general licensee may be
accomplished with minimum radiation dose to personnel.  The NRC must determine that use of
the device, and performance of any operations associated with the device, can be safely
performed by individuals untrained in radiological protection.  NRC Form 313, which is used to
collect this information, has previously been cleared under OMB Clearance No. 3150-0120,
which should be referred to for additional supporting information, burden, and cost data.  

Section 32.51(a)(3) requires that persons licensed pursuant to Section 32.51 label each product
distributed pursuant to Section 32.51 with instructions, precautions, and requirements for safe
installation, operation, servicing of the device, leak testing (or lack of the requirement for leak
testing), and testing any on-off mechanism and indicator.  The label must also identify each
radioisotope, quantity of radioactivity and date of determination of the quantity, and indicate that
receipt, possession, use, and transfer of the device are subject to the general license.  Section
32.51(a)(4) requires an additional label on any separable source housing containing the device
model and serial number, the isotope and quantity, and the name of the  manufacturer or initial
distributor.

The requirements in Section 32.51(a)(3) & (4) are necessary because a generally licensed
device is intended to be used safely by persons not trained in radiological protection.  It is
therefore necessary to instruct and warn all persons who come in contact with each device,
what it is, and what safety procedures must be used in connection with the device (such as
whether a leak test is necessary and, if so, when it should be done).  The condition imposed
does not require any submission to NRC, but informs the general licensee of his status and
duties as an NRC licensee.  The label on the separable source housing is required so that this
housing, if separated from the remainder of the device, can also be identified.  

Section 32.51(a)(5) requires a permanent label on devices meeting the criteria for registration
(Section 31.5(c)(13)) that indicates the device contains radioactive material.  In addition, the
label must contain the device’s model number, serial number, isotope and quantity, and the
name of the manufacturer or initial distributor.

This provision provides assurance that, even when a device has been exposed to other than
normal conditions; (e.g., theft, loss, or damage, such as when a building has been demolished
with the device in place) the label will be intact and the device may be identified as containing
radioactive material, and proper actions can be taken.  Also, this reduces the likelihood of
incidents resulting in unnecessary exposures to the public and contamination of property.
 
Section 32.51(b) requires that the applicant for a specific license who desires that the device be
tested at intervals of more than 6 months, either for proper operation of the on-off mechanism
and indicator, if any, or for leakage of radioactive material, or both, submit information to
demonstrate that the longer interval is justified.  Justification should be based on the
performance characteristics of the device, or similar devices, or by design features that have a
significant bearing on the probability or consequences of leakage of radioactive material from
the device or failure of the on-off mechanism and indicator.  

This information is necessary for NRC to determine whether there is sufficient justification for
granting an extended test interval.  NRC Form 313, which is used to collect this information, has
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previously been cleared under OMB Clearance No. 3150-0120, which should be referred to for
additional supporting information, burden, and cost data.  

Section 32.51(c) requires that the applicant for a specific license to manufacture and/or
distribute a device to persons generally licensed pursuant to Section 31.5, who desires that the
general licensee be authorized to install the device, collect the sample to be analyzed by a
specific licensee for leakage of radioactive material, service the device, test the on-off
mechanism and indicator, or remove the device from installation, must provide the written
instructions to be followed by the general licensee and estimated calendar quarter doses
associated with such activities.  The applicant must provide information which demonstrates
that the performance of these activities by an individual untrained in radiological protection, in
addition to other handling, storage, and use of devices under the general license, is unlikely to
cause the individual to receive a quarterly dose exceeding 10 percent of the prescribed limits. 

The information is necessary for NRC to determine whether there is sufficient justification for
permitting the performance of these activities by an individual untrained in radiological
protection.  NRC Form 313, which is used to collect this information, has previously been
cleared under OMB Clearance No. 3150-0120, which should be referred to for additional
supporting information, burden, and cost data.  

Sections 32.51a(a) and (b) requires that distributors provide copies of Section 31.5 to general
licensees to whom they transfer devices.  The distributor is also required to provide copies of
additional applicable sections of the regulations (Sections 31.2, 30.51, 20.2201, and 20.2202);
a listing of the services that can only be performed by a specific licensee; in the case of NRC
general licensees, a statement concerning high civil penalties for improper disposal of sources;
and information regarding disposal options for the devices being transferred, including the
estimated costs of disposal.  In the case of general licensees in Agreement States, distributors
can provide either the equivalent regulations of the Agreement State or the NRC regulations
accompanied by a note explaining that use of the device is regulated by the Agreement State. 
In addition, the distributor will furnish the name or title, address, and phone number of the
contact at the Agreement State regulatory agency from which additional information may be
obtained.  The information must be provided before the device may be transferred.  

These requirements are necessary to inform potential users concerning their responsibilities
under the general license, including specifically the importance of proper disposal and the
potential costs. 

Section 32.51a(c) allows the distributor to propose, for Commission approval, alternative
approaches for properly informing customers to those required by Sections 32.51a(a) and (b). 

This requirement is intended to provide flexibility to the distributors to design an approach to
informing customers which may be more effective and efficient for their particular type of
business and clientele.

Section 32.51a(d) requires that each device transferred after one year after the effective date of
the regulation be labeled in accordance with the labeling requirements of Section 32.51(a)(3)
through (5).  

This section makes labeling in accordance with commitments made in the application for
license a condition of  the license and sets a time for existing licensees to upgrade labels to
meet revised requirements.
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Section 32.51a(e) requires distributors to provide, upon request, to the NRC and appropriate
Agreement States, records of final disposition of devices in the case of bankruptcy or
termination of license. 

This will assist the NRC and Agreement State agencies in tracking individual devices and better
enable the NRC to verify the location and disposition of these devices.

Sections 32.52(a) and (b) requires distributors to report quarterly to NRC and to the appropriate 
Agreement States all transfers and receipts of devices generally licensed under Section 31.5
and the persons to whom they have been transferred.  These reports include information on
devices received, information on changes made to required label information, the name and
license number of the reporting company, and the reporting period.  The information may be
reported on NRC Form 653 or in a report containing all of the information required by NRC
Form 653.

These reports are necessary so that NRC will be aware of the location of devices in the
possession of general licensees.  These reports are the only means the Commission has to
keep track of the location of these generally licensed radioactive devices.  The information in
the reports allows NRC to contact the general licensees and to provide information to those
actually knowledgeable of the device and the regulations for possession, in order to ensure
compliance with the terms and conditions of the general license in Section 31.5 by these
general licensees.

Section 32.52(c) requires distributors to maintain all information concerning transfers and
receipts of devices that supports the reports required by this section.  Records required by this
paragraph must be maintained for a period of 3 years following the date of the recorded event.

The records needed to generate the transfer reports must be kept long enough for NRC to
receive and process the information, identify and resolve any discrepancies, or require any
needed clarifications.    

Section 32.53(b) requires that the applicant for a specific license to manufacture, assemble,
repair, or initially transfer luminous safety devices containing tritium or promethium-147 for use
in aircraft to persons generally licensed pursuant to Section 31.7 must submit information on
the design and construction of devices, chemical and physical form and amount of tritium or
promethium-147 in each device, method of binding or containing the tritium or promethium-147
in the device, procedures for and results of prototype testing of devices, and alternative quality
control procedures to those specified in NRC regulations.  

The information is necessary so that NRC may determine that the method of incorporation and
binding of the tritium or promethium-147 in the device is such that the radioactive material will
not be released under the most severe conditions likely to be encountered in normal use and
handling of the device, the tritium or promethium-147 is incorporated or enclosed to preclude
direct physical contact by any person with it, the device is designed so that it cannot be easily
disassembled, the prototype test results are satisfactory, and the device meets the safety
criteria specified in NRC regulations.  NRC Form 313, which is used to collect this information,
has previously been cleared under OMB Clearance No. 3150-0120, which should be referred to
for additional supporting information, burden, and cost data.  

Section 32.54(a) requires that persons licensed pursuant to Section 32.53 label each product
distributed pursuant to Section 32.53 with the radiation symbol, disposal instructions, model
number, serial number, isotope used and its quantity, the name of the manufacturer,
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assembler, or initial transferor, and a statement that the receipt, possession, use, and transfer
of the device are subject to a general license.

This requirement is necessary so that in the event the device is lost or there is an accident, the
appropriate party can be contacted for vital information to determine the degree of possible
hazard.  The required information is for the use of the general licensee.

Section 32.54(b) provides an alternative to the labeling requirements of Section 32.54(a) when
it is not feasible to attach a label to the device which contains all the information called for in
Section 32.54(a).  The alternative is to attach a label identifying only the manufacturer,
assembler, or initial transferor and the isotope used.  The additional information which cannot fit
on the label must be included in a leaflet which must accompany the device.

The required information is for the use by the general licensee.  

Section 32.55(c) provides that persons specifically licensed pursuant to Section 32.53 may
submit alternative procedures to be used instead of random sample tables and Lot Tolerance
Percent Defective size for acceptance or rejection inspection as required under Section 32.55. 

This information is necessary for the NRC to assure that the applicant's proposed methods
provide a Lot Tolerance Percent Defective of 5.0 percent at the consumer's risk of 0.10.

Section 32.56 requires that persons licensed pursuant to Section 32.53 submit an annual report
of material transfers.  The reports must identify each general licensee by name, must specify
the kinds and numbers of luminous devices transferred, and must specify the quantity of tritium
or promethium-147 in each device.  

This report is necessary so that NRC may be aware of the persons using the devices and how
many are transferred.  The information is used for inspection purposes for determining com-
pliance by general licensees with the terms and conditions of the general license in Section
31.7.  

Section 32.57(b) requires the applicant for a specific license to manufacture or initially transfer
calibration or reference sources containing americium-241 distributed to persons generally
licensed pursuant to Section 31.8 to provide information about the details of construction and
design of sources, chemical and physical form and maximum quantity of americium-241 in the
source, the method of incorporation and binding of the americium-241 in the source, results of
prototype testing of a source, quality control procedures to be followed in manufacture of the
source, and labeling to be affixed to the source.  

This information is necessary so that the NRC may determine that the source design and
method of incorporating and binding of the americium-241 in the source is such that the
americium-241 will not be released or removed from the source under normal conditions of use
and handling, and that the source has been subjected to and satisfactorily passed the required
prototype testing.  NRC Form 313, which is used to collect this information, has previously been
cleared under OMB Clearance No. 3150-0120, which should be referred to for additional
supporting information, burden, and cost data.  

Section 32.58 requires that persons licensed pursuant to Section 32.57 label each source or
storage container for a calibration or reference source containing americium-241 distributed to
persons generally licensed pursuant to Section 31.8 with sufficient information relative to safe
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use and storage of the source, a statement that receipt, possession, use, and transfer of the
source are subject to a general license, and the model and serial numbers.  

This requirement is necessary because generally licensed devices are intended to be used
safely by persons not having training in radiological protection.  Consequently, these labels are
the only means the Commission has to inform anyone who may come in contact with them what
they are and their model and serial numbers in the event they are lost and need to be identified. 
The required information is for the use of the general licensee.  

Section 32.61(b) requires the applicant for a specific license to manufacture or initially transfer
ice detection devices containing strontium-90 to persons generally licensed pursuant to Section
31.10 to provide information on the details of construction and design of the source of radiation
and its shielding; chemical and physical form and maximum quantity of strontium-90 in the
device; radiation profile of the prototype device; procedures for and results of prototype testing;
quality control procedures to be followed in manufacture of the device; description of the
labeling of the device; and instructions for handling and installation of the device.  

This information is necessary so that the NRC may determine that the strontium-90 in the
device will not be released or removed from the device under the most severe conditions likely
to be encountered in normal use and handling, the strontium-90 is shielded so that no individual
would receive a radiation dose in excess of 0.5 rem per year, the device is designed so that it
cannot easily be disassembled, the device has been subjected to and has satisfactorily passed
required prototype testing, and quality control procedures have been established.  NRC Form
313, which would be used to collect this information, has previously been cleared under OMB
Clearance No. 3150-0120, which should be referred to for additional supporting information,
burden, and cost data.  However, there are currently no licensees subject to this requirement
and none are anticipated for the foreseeable future. 

Section 32.61(d) requires that persons licensed pursuant to Section 32.61 label each device
distributed pursuant to Section 32.61 with the radiation caution symbol, a statement that the
device contains strontium-90 and the quantity of isotope used in the device, instructions for
proper disposal, a statement that the device is generally licensed, instructions for notification of
the manufacturer or civil authorities if the device is found, and instructions that disassembly and
repair of the device may be performed only by a specific licensee.  

This requirement is necessary for the safety and use of the licensee and its employees.  Often
such devices are not easily recognizable as containing radioactive material.  Therefore, labels
are necessary for the safety of users to put them on notice of the presence of byproduct
material.  There are currently no licensees subject to this requirement and none are anticipated
for the foreseeable future.  Hence, the burden is zero.

Section 32.62(d) provides that persons specifically licensed pursuant to Section 32.61 may
submit alternative procedures to be used instead of random sample tables and Lot Tolerance
Percent Defective size for acceptance or rejection inspection as required under Section 32.62. 

This information is necessary for the NRC to assure that the applicant's proposed methods
provide a Lot Tolerance Percent Defective of 5.0 percent at the consumer's risk of 0.10.  There
are currently no licensees subject to this requirement, and none are anticipated for the
foreseeable future.  Hence, the burden shown is zero.

Section 32.71(c) requires that persons licensed pursuant to Section 32.71 label each
prepackaged unit of iodine-125, iodine-131, carbon-14, tritium, iron-59, selenium-75, or mock
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iodine-125 distributed to persons generally licensed pursuant to Section 31.11 with a durable,
clearly visible label identifying the radioactive contents as to chemical form and radionuclides,
as well as display the radiation caution symbol and the words, "Caution, Radioactive Material,"
and "Not for Internal or External Use in Humans or Animals."  

This requirement is necessary for the safety and use of the general licensee and the licensee's
employees.

Section 32.71(d) requires that persons licensed pursuant to Section 32.71 label each
prepackaged unit of iodine-125, iodine-131, carbon-14, tritium, iron-59, selenium-75, or mock
iodine-125 distributed to persons generally licensed pursuant to Section 31.11, or provide a
brochure which accompanies the package, with a label which states that only specified types of
persons may acquire, possess, and use the material, and a statement that it is only for in vitro
clinical or laboratory tests not involving administration to humans or animals.  The label must
also state that the radioisotope's use, receipt, acquisition, possession, and transfer are subject
to the regulations and a general license of the NRC or Agreement State.  

This requirement is necessary because generally licensed material is intended to be used
safely by persons not having training in radiological protection.  Consequently, any person who
comes in contact with the material must be informed as to what it is and who may receive,
possess, and use the material.  

Section 32.71(e) requires that persons licensed pursuant to Section 32.71 label each
prepackaged unit of iodine-125, iodine-131, carbon-14, tritium, iron-59, selenium-75, or mock
iodine-125 for distribution to persons generally licensed pursuant to Section 31.11, or provide a
brochure which accompanies the package, with adequate information on the precautions to be
observed in handling and storing such byproduct material.  In the case of the mock iodine-125
reference or calibration source, the information accompanying the source must also contain
directions to the licensee regarding the waste disposal requirements set out in Section 20.2001. 

This requirement is necessary because generally licensed material is intended to be used
safely by persons not trained in radiological protection.  Consequently, there must be a means
to inform any person who comes into possession of the material of the precautions to be
observed in handling and storing such byproduct material.  This requirement is for the use of
the general licensee.  

Section 32.72(a) establishes the information which must be submitted in an application for a
specific license to manufacture, prepare, or transfer for commercial distribution radioactive
drugs containing byproduct material for use by persons authorized pursuant to 10 CFR Part 35. 
The applicant must satisfy the general requirements in 10 CFR 30.33 and submit evidence that
the applicant is at least one of the following:  registered or licensed with the Food and Drug
Administration as a drug manufacturer; registered or licensed with a State agency as a drug
manufacturer; licensed as a pharmacy by a State Board of Pharmacy; or operating as a nuclear
pharmacy within a Federal medical institution.  The applicant must also provide information on
the  radionuclides, chemical and physical form, maximum activity per container, and packaging,
including shielding provided by the packaging, of the radiopharmaceuticals. 

This information is necessary so that the NRC may determine that only those radio-
pharmaceuticals whose safety and efficacy have been demonstrated will be distributed to
medical licensees authorized for the uses specified in Sections 35.100, 35.200, and 35.300,
that the packaging is appropriate for safe handling and storage of radiopharmaceuticals by
those medical licensees, and that labels and other information accompanying the radiophar-
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maceuticals provide appropriate information to those medical licensees.  NRC Form 313, which
is used to collect this information, has previously been cleared under OMB Clearance No. 3150-
0120, which should be referred to for additional supporting information, burden, and cost data.  

Section 32.72(a)(4) requires that an applicant for a license pursuant to Section 32.72 satisfy
labeling requirements for each transport radiation shield and each syringe, vial, or other
container used to hold a radioactive drug to be transferred for commercial distribution.  The
label for each transport shield must include the radiation symbol and the words, "CAUTION,
RADIOACTIVE MATERIAL," or "DANGER, RADIOACTIVE MATERIAL"; the name of the drug;
and the quality of radioactivity at a specified date and time (the time may be omitted for
radioactive drugs with a half-life greater than 100 days.  The label for each container must
include the radiation symbol and the words, "CAUTION, RADIOACTIVE MATERIAL," or
"DANGER, RADIOACTIVE MATERIAL," and an identifier so that the container can be
correlated with the information on the transport radiation shield label.  

This requirement is necessary to inform individuals coming in contact with the package what it
contains and who may receive, possess, and use the material.  

Section 32.72(b)(5) applies to licensees that are licensed as a pharmacy by a State Board of
Pharmacy or are operating as a nuclear pharmacy within a Federal medical institution.  These
licensees are required to provide the Commission a copy of each individual's certification by the
Board of Pharmaceutical Specialties, the Commission or Agreement State license, or the permit
issued by a licensee of broad scope, and a copy of the State pharmacy licensure or registration,
no later than 30 days after the date the licensee allows the individual to work as an authorized
nuclear pharmacist.  

This information collection requirement is necessary to allow NRC to review certifications to
verify that the individual meets the requirements of an authorized nuclear pharmacist.

Section 32.72(c) requires that a licensee that possesses and uses instrumentation to measure
radioactivity of radioactive drugs, pursuant to Section 32.72, shall have procedures for use of
the instrumentation.  The licensees may use procedures provided by the manufacturer of the
instrumentation.

These procedures are necessary to ensure that licensees use the instrumentation correctly.  

Section 32.74(a)(2) requires the applicant for a specific license to manufacture and distribute
sources and devices containing byproduct material to persons licensed pursuant to 10 CFR
Part 35, for use as a calibration or reference source or for the uses listed in Sections 35.400
and 35.500, to submit information on the type of source or device, byproduct material contained
in it, the chemical and physical form, amount, details of design and construction, procedures for
and results of prototype tests, radiation profile for the device, quality control procedures,
procedures and standards for calibrating sources or devices, legend and methods of labeling,
and instructions to users.  

This information is necessary so that the NRC may determine the adequacy of the source or
device design, the source or device will maintain its integrity under stresses likely to be
encountered in normal use and accidents, the quality control procedures are adequate to
assure that production sources and devices meet the standard of the design and prototype
tests, the calibration procedures are adequate, and the instructions for handling and storage
are adequate from a radiation safety standpoint.  NRC Form 313, which is used to collect this
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information, has previously been cleared under OMB Clearance No. 3150-0120, which should
be referred to for additional supporting information, burden, and cost data.  

Section 32.74(a)(2)(viii) requires that persons licensed pursuant to Section 32.74 label the
source or device with instructions for handling and storing the source or device from the
radiation safety standpoint.  Where the instructions are too lengthy, they may be summarized
on the label and printed in detail on an accompanying brochure.  

This requirement is necessary for the safety and use of the licensee and licensee's employees.

Section 32.74(a)(3) requires that persons licensed pursuant to Section 32.74 label the source or
device, or its permanent storage container, with the name of the radionuclide, quantity and date
of assay, and a statement that the source or device is licensed by the NRC for distribution to
persons licensed to use byproduct material identified in Sections 35.58, 35.400, or 35.500, or
under an equivalent license of an Agreement State.  

This requirement is necessary for the safety and use of the licensee and licensee's employees.

Section 32.74(b) requires the applicant for a specific license pursuant to Section 32.74, who
desires a leak test interval of more than 6 months, to submit information which demonstrates
that the longer interval is justified by performance characteristics of the source or device, or by
design features that have a significant bearing on the probability or consequences of leakage of
radioactive material from the sources.  

The information is necessary for evaluation by NRC to determine whether there is sufficient
justification for granting an extended leak test interval.  NRC Form 313, which is used to collect
this information, has previously been cleared under OMB Clearance No. 3150-0120, which
should be referred to for additional supporting information, burden, and cost data.  

Section 32.210 specifies that a manufacturer or initial distributor of a sealed source or a device
containing a sealed source, whose product is intended for use under a specific license, may
submit a request to NRC for evaluation of radiation safety information about its product and for
registration of the product.  The request must include sufficient information about the design,
manufacture, prototype testing, quality control program, labeling, proposed uses and leak
testing, and additionally, in the case of a device, sufficient information about installation, service
and maintenance, operating and safety instructions, and its potential hazards, to provide
reasonable assurance that the radiation safety properties of the source or device are adequate
to protect health and minimize danger to life and property.  

This information is necessary for the NRC to determine the adequacy of the radiation safety
properties of the source or device under the expected conditions of use.

2. Agency Use of Information

The records that 10 CFR Part 32 requires the licensees to maintain are reviewed during
inspections, license renewals, and license amendment reviews to evaluate compliance with
NRC radiation safety requirements for manufacture or transfer of certain items containing
byproduct material.

The reports and records of transfer of byproduct material are reviewed by the NRC inspectors
to determine compliance with transfer documentation requirements and are used by the NRC to
keep track of the type and quantity of products and the amount of radioactivity that have been
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introduced into materials that could enter the environment and/or have been distributed to
persons exempt from licensing requirements.  

3. Reduction of Burden Through Information Technology

There are no legal obstacles to reducing the burden associated with this information collection. 
The NRC encourages respondents to use information technology when it would be beneficial to
them.  NRC issued a regulation on October 10, 2003 (68 FR 58791), consistent with the
Government Paperwork Elimination Act, which allows its licensees, vendors, applicants, and
members of the public the option to make submissions electronically via CD-ROM, e-mail,
special Web-based interface, or other means. However, this information collection does not
readily lend itself to the use of automated information technology for submission because of the
varied types of information and the infrequency of submission.   Section 32.52(a) and (b)
accounts for a large amount of standardized responses that could be submitted electronically. 
Although the section allows for the use of NRC Form 653 which may be submitted
electronically, licensees for the most part have chosen to submit individual responses by letter. 
Consequently, almost no electronic submissions are anticipated.

4. Effort to Identify Duplication and Use Similar Information

The collection of the specified information is not a duplication of other information the affected
licensee must submit for other purposes.  The nature of the information being requested is
unique to NRC's activities at the facilities.  

There is no similar information available to the NRC that can be used to (1) evaluate
compliance with NRC requirements for the introduction of byproduct material into products or
materials and transfer of the products or materials from specific licensees to general licensees
or persons exempt from licensing, (2) ensure public health and safety from NRC-licensed
activities, and (3) identify trends and events that must be corrected to ensure continued safe
practices.  

5. Effort to Reduce Small Business Burden

The majority of licensees who use byproduct material are small businesses.  Since the health
and safety consequences of improper handling or use of radioactive byproduct material are the
same for large and small entities, it is not possible to reduce the burden on small businesses by
less frequent or less complete reporting, recordkeeping, or accounting and control procedures.

6. Consequences to Federal Program or Policy Activities if the Collection Is Not Conducted
or Is Conducted Less Frequently

If the information is not collected, NRC will have no way to assess whether this category of
licensee is operating within the radiation safety requirements applicable to the manufacture or
transfer of certain items containing byproduct material.  

Required reports are collected and evaluated on a continuing basis as events occur. 
Applications for new licenses are submitted only once.  Applications for amended licenses are
submitted as needed.  Applications for renewal of licenses are submitted every 10 years. 
Information submitted in previous applications may be referenced without being resubmitted. 
The schedule for collecting the information is the minimum frequency necessary to assure that
licensees will continue to conduct programs in a manner that will assure adequate protection of
public health and safety.



- 16 -

7. Circumstances Which Justify Variation from OMB Guidelines

Contrary to the OMB Guidelines in 5 CFR 1320.6(f), Sections 32.12, 32.15, 32.16, 32.19(c),
32.20(a), 32.25(c), 32.29(c), and 32.58 require that the licensee maintain records of transfer of
material for a period of 1 year after the event is included in a report to the Commission. 
Reports to the Commission must be made at least every 5 years, so the retention of the records
may extend beyond the 3 year period in 5 CFR 1320.6(f).  This information is needed so that
the NRC will be aware of the type and quantity of products and amount of radioactive material
distributed to persons exempt from licensing, so that NRC may determine the location of
devices in the possession of general licenses if necessary, such as in the case of an incident,
and so that NRC inspectors may examine the records to determine compliance with the terms
of the general license and regulations.  Regular periodic inspections may occur at up to 5 year
intervals, depending on the type of licensee.  

Contrary to the OMB Guidelines in 5 CFR 1320.6(f), Sections 32.17(d), 32.25(b), 32.29(b),
32.51(a)(3)-(5) & 32.51a(d), 32.54(a)&(b), 32.71(c), 32.72(a)(4), and 32.74(a)(2)(viii), require
that the licensee commit to labeling requirements for the life of the product. This is to ensure
that the labels are maintained on the product as originally stated in the application and they will
be inspected periodically by NRC.   

Contrary to the OMB Guidelines in 5 CFR 1320.6(f) 32.72(c) requires that the licensee have
procedures for use of the instrumentation to measure the radioactivity of radioactive drugs,
pursuant to Section 32.72, as long as the instrumentation is used, which may exceed 3 years. 
Retention of the procedures for as long as the instrument is used to measure radioactivity,
pursuant to Section 32.72, is necessary to ensure that licensees use the instrumentation
correctly to measure the amount of radioactivity in drugs being prepared for administration to
patients.

8. Consultations Outside the NRC  

The opportunity for public comment on the information collection requirements has been
published in the Federal Register.

9. Payment or Gift to Respondents

Not applicable.  

10. Confidentiality of the Information

Reports submitted are generally subject to public disclosure in accordance with 10 CFR 2.390
and 10 CFR Part 9.  Section 2.390(b) allows the NRC to withhold certain proprietary information
(information of commercial value or "trade secrets") if, at the time of submittal of the report, the
requirements for withholding the information are met (refer to 10 CFR 2.390(b)).  Also, there
are provisions in 10 CFR Part 9 for the NRC to withhold some documents, such as reports of
radiation exposure to individuals and other personal records, from public disclosure.   

11. Justification for Sensitive Questions  

This information collection does not involve sensitive questions.  
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12. Estimate of Burden and Burden Hour Cost

The burden estimates are based on submittals to NRC in past years.  The cost to licensees and
applicants is calculated at a rate of $156 per hour for the professional staff that prepare the
technical information submitted in response to the information collection requirements.

NRC Licensees:

The total annual burden is estimated to be 36,623 hours per year for the 275 licensees
covered by 10 CFR Part 32.  The details are shown in Tables 1 and 2.  The total cost for
the NRC licensees would be $5,713,188 (36,623 hours x $156/hour).

Agreement State Licensees:

NRC assumes that the number of Agreement State licensees is 4 times the number of
NRC licensees. The recordkeeping and reporting burden on the Agreement State
licensees is based on several assumptions, including:

1. The majority of the Agreement States implement 10 CFR Part 32 from
Section 32.51 through Section 32.210 in a manner that is essentially
identical to that of the NRC.  Eight Agreement States elected not to
perform implementation of 10 CFR from Section 32.51 through Section
32.210, and delegated this function to the NRC.  The States that
delegated the function to the NRC are:  Arkansas, Iowa, New Mexico,
North Dakota, Oklahoma, Oregon, Utah, and Wisconsin. 

2. The Agreement States license 4 times the number of NRC 
Licensees for Sections 32.51 through Section 32.210. This is
based on current information on the number of licensees under 10
CFR Part 32 and the number of Agreement States compared with
the number of NRC States. 

3. The reporting frequency for Agreement State licensees is no different
than that of the NRC licensees.

4. Not all of the Part 32 licenses in the Agreement States are licensed by the
Agreement States.  Exempt Distribution Licenses for byproduct material are
issued exclusively by NRC.  

The total annual burden is estimated to be about 99,118 hours per year for the
approximately 700 Agreement State licensees.  The total cost for the Agreement State
licensees would be $15,462,408 (99,118 hours x $156/hour).   The details are shown in
Tables 3 and 4.  

TOTALS:
Number of NRC licensees: 275
Number of A/S licensees: 700
Total licensees: 975
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Total reporting burden: 26,088 hrs (5,225 hrs/NRC + 20,863 hrs/AS)
Total recordkeeping burden:           109,653 hrs (31,398 hrs/NRC + 78,255 hrs/AS)
Total Burden:           135,741 hrs

Total NRC licensee responses: 925 (650 rsps. + 275 recordkeepers)
Total A/S responses:          3,222 (2,522 rsps. + 700 recordkeepers)
Total responses:          4,147

Burden per response (NRC lics.): 8 hrs    (5,225 hrs/650 responses)
Burden per response (AS lics.): 8.3 hrs (20,863 hrs/2,522 responses)

Burden per recordkeeper (NRC): 114 hrs (31,398 hrs/275 recordkeepers)
Burden per recordkeeper (AS): 112 hrs (78,255 hrs/700 recordkeepers)

13. Estimate of Other Additional Costs

NRC has determined that the records storage cost is roughly proportional to the recordkeeping
burden cost.  Based on a typical clearance, the records storage cost has been determined to be
equal to 0.04 percent of the recordkeeping burden cost.  Therefore, the records storage cost for
this clearance is $6,842 (109,653 recordkeeping hours  [31,398 NRC + 78,255 Agreement State
hours] x .0004 x $156/hour). 

14. Estimated Annualized Cost to the Federal Government

The annual cost for the NRC staff to review the records and reports required by 10 CFR Part 32 is
estimated to be 6,610 hours @ $156/hr or $1,031,160.  This cost can be broken down into: 1853
hours, or $289,068, for review of the reports submitted to NRC; 1,408 hours, or $219,648  for
review of the records during inspections; and 3349 hours, or $522,444 for evaluation of sealed
sources and devices containing a sealed source, pursuant to Section 32.210.  In addition,
approximately $715,000 in contract costs is budgeted for activities associated with the data base
on Section 31.5 general licensees and 32.51 specific licensees.  Therefore, the total estimated
annualized cost to the Federal government for the 10 CFR Part 32 information collection
requirements is $1,746,160.  Application review activities for 10 CFR Part 32 licensees are
attributable to and reported under OMB Clearance No. 3150-0120 for NRC Form 313.  This cost is
fully recovered through fee assessments to NRC licensees pursuant to 10 CFR Parts 170 and/or
171. 
 
15. Reasons for Changes in Burden or Cost

There has been an increase in the number of NRC licensees from 194 to 275.  An additional
Agreement State delegated their authority to NRC for requirements under Sections 32.51 through
32.210 resulting in some of the increase in the number of NRC licensees.  In addition, the ratio of
NRC to Agreement State licensees changed from 2.5 to 4:1, resulting in an increase in Agreement
State licensees.

Although there was an increase in the number of licensees there has been a decrease in the total
burden hours for NRC and the Agreement States from 151,644 to 135,741.  The decrease can be
attributed to more accurate data in the General License tracking system (GLTS) because
duplications and discrepancies that existed in the system at the time of the last submittal have
since been, and continue to be cleared from the system.  In addition, the following errors were
noted in the previous submittal for NRC licensees:
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The following errors were noted in the previous submittal for NRC licensees:

a. Section 32.21a added an additional 7,800 burden hours for recordkeeping.  This
section was inadvertently omitted in the last submittal.

b. In Section 32.51(a)(3)-(5)&32.51a(d) the number of recordkeepers decreased
from 24 to 20, to correct an error from the previous submittal.  Therefore, the
burden hours decreased from 1,164 to 970, resulting in a burden decrease of
194 hours.

c. In Section 32.51a(a)&(b) the number of recordkeepers decreased from 194 to
95.  Therefore, the burden hours decreased from 252 to 124, resulting in a
burden reduction of 128 hours.  The GLTS accurately reflects the total vendor
licensees  for NRC licensees. These requirements are specific to vendors of
Generally Licensed Devices.

d. In Section 32.52(a)&(b) the burden has been re-estimated based on a 4:1 ratio
of NRC to Agreement State licensees and an estimation of 4 responses per
respondent.  The previous submittal only provided a total number of responses
and burden per response (which has not changed).  Based on the re-estimate,
the NRC burden for submitting NRC Form 653 to NRC has decreased by 8 hours
from 58 to 50 hours, and the burden for sending the distribution reports to the
Agreement States has decreased by 74 hours, from 192 to 118 hours. The
GLTS accurately reflects the total NRC vendor licensees as 21.

e. In Section 32.72(a)(4) the number of recordkeepers has decreased from 92 to
47 to more accurately reflect current data in the License Tracking System. 
Therefore, the burden hours were reduced from 35,880 to 18,330 for a burden
reduction of 17,550 hours.

f. In Section 32.210, the number of respondents was reduced from 200 to 120 to 
reflect the current number of actions worked on.  However, because the number
of responses per respondent has been doubled, the burden hours have
increased from 4,200 to 5,040 hours, resulting in an overall increase of 840
hours. 

The following errors were noted in the previous submittal for Agreement State licensees:

a. In Section 32.51a(a)&(b) the number of recordkeepers decreased from 491 to
380 to correct an error from the previous submittal.  Therefore, the burden hours
have decreased from 737 to 570 resulting in a burden reduction of 167 hours.

b. In Sections 32.51(a)(3)-(5) and 32.51a(d) the number of recordkeepers
decreased from 96 to 80 reflecting the current information in the GLTS.
Therefore, the burden hours have decreased from 4,656 to 3,880 hours,
resulting in a burden decrease of 776 hours.  The GLTS accurately reflects the
total vendor licensees for Agreement States.  These requirements are specific to
vendors of Generally Licensed Devices.

c. In Section 32.52(a)&(b) the burden has been re-estimated based on a 4:1 ratio
of NRC to Agreement State licensees and an estimation of 4 responses per
respondent.  The previous submittal only provided a total number of responses
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and burden per response (which has not changed).  Based on the re-estimate,
the burden for submitting NRC Form 653 to NRC has decreased by 28 hours
from 230 to 202 hours, and the burden for distribution reports has decreased by
294 hours, from 768 to 474 hours.  The GLTS accurately reflects the total
number of vendor licensees for Agreement States.

d. In Section 32.72(a)(4) the number of recordkeepers decreased from 230 to 188,
reflecting the current information in the GLTS. Therefore, the burden hours have 
decreased from 89,700 to 73,320 hours, resulting in a burden decrease of
16,380 hours.  The GLTS accurately reflects the total vendor licensees for
Agreement States. 

f. In Section 32.210, the number of respondents has increased from 100 to 480 
reflecting the current multiplier (4:1) of Agreement State licensees to NRC
licensees, resulting in a burden increase of 18,060 hours.

In addition, cost estimates have changed since the last clearance, as a result of an increase in
the fee per hour from $144 to $156/hour.

16. Publication for Statistical Use

There is no application to statistics in the information collected.  There are no plans for
publication of this information.  

17. Reasons for Not Displaying the Expiration Date 

The requirement is contained in a regulation.  Amending the Code of Federal Regulations to
display information that, in an annual publication, could become obsolete would be unduly
burdensome and too difficult to keep current.  

18. Exception to the Certification Statement

There are no exceptions.  

B.  COLLECTIONS OF INFORMATION EMPLOYING STATISTICAL METHODS

Not Applicable.  
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Table 1.  Part 32 Reporting Burden for NRC Licensees  

Section Number of
Respondents

Number of
Responses    
  Per
Respondent

Total
Annual
Responses

Burden
Hrs  Per   
Response

Total
Annual
Burden
(Hrs)

 Cost @
$156/Hr

32.11 Burden is
covered under
OMB Clearance
No. 3150-0120

0

32.12 0 0 0 0.5 0

32.14(b)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.15(b) Burden
is covered under
OMB Clearance
No. 3150-0120 NA

32.16 39 0.2 8 0.5 4  624

32.17(c)       0 0 0 0.5 0

32.18(d)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.20(b), (c), (d) 22 0.2 4 0.5 2  312

32.21(a) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.22(a)(2)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.23 Burden is
included in
32.210

NA

32.25(c) 11 0.2 2 0.5 1  156
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Annual
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Total
Annual
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$156/Hr
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32.26(b) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.27 Burden is
included in
32.210

NA

32.29(c) 27 0.2 5 0.5 3  468

32.51(a)(2)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.51(b)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.51(c) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.51a(c) 0 0 0 1.5 0

32.51a(e) 0 0 0 1.5 0

32.52(a)&(b)
(NRC Form 653)
- Responses to
NRC
- Distributor
reports to A/S

NRC - 21

AS -   74

4

4

  84

296

0.6

0.4

  50

118

  7,800

18,408

32.53(b) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.55(c) Burden
is included in
32.210

NA
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32.56 1 1 1 2.0 2    312

32.57(b) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.61(b) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.62(d) 0 0 0 1.5 0

32.72(a) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.72(b)(5) 10 1 10 0.5  5  780

32.74(a)(2)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.74(b) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.210 120* 2 240 21 5040   786,240

TOTALS      650     5225   815,100

* For Section 32.210 the number of respondents is not reflected in the total respondents since it
is already captured in the previous sections.
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Table 2.  Part 32 Recordkeeping Burden for NRC Licensees

Section Number
of
Record-
keepers

Hours
Per
Record-
keeper

Total
Annual
Burden
Hours

Cost @
$156/Hr

Record
Retention
Period

32.12 0 1.0 0 0 R+1 Year

      32.15(d) 39 100.0 3,900 608,400 R+1 Year 

32.16 39 1.0    39    6,084 R+1 Year

     32.17(d) 0 1.0    0 NA P

32.18(d)
Burden included

in 32.19(c)
NA

     32.19(c) 22 4.5 99  15,444 R+1 Year

     32.19(d)
Burden included

in 32.19(c)
NA

    32.20(a) 22 1.0 22    3,432 R+1 Year

32.21a 1 50 50      7,800 P

    32.25(b) 11 30.0 330     51,480 P

   32.25(c) 11 1.0 11       1,716 R+1 Year

  32.29(b) 27 270.0 7290 1,137,240 P

 32.29(c) 27 1.0 27        4,212 R+1 Year

32.51a(a)&(b) 95 1.3 124     19,344 N/A

32.51(a)(3)-
(5)&32.51a(d)

20 48.5 970  151,320 P

32.52(c) 20 0.22 4       624 3 Years

32.54(a)&(b) 1 50.0 50   7,800 P

32.58 1 3.0 3     468 R+1 Year

32.61(d) 0 N/A 0 NA None

32.71(c) 5 7.5 38  5,928 P
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32.71(d) Burden
included in

32.71(c)
NA

32.71(e) Burden
included in

32.71(c)
NA

32.72(a)(4) 47 390 18,330 2,859,480 P

32.72(c) 47 2 94     14,664 P

32.74(a)(2)(viii) 6 2.8 17     2,652 P

32.74(a)(3)
Burden included

in
32.74(a)(2)(viii)

NA

TOTALS 31,398 4,898,088
  P = Life of product
  R = Until included in report to Commission (up to 5 years)
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 Table 3.  Part 32 Equivalency Reporting Burden for Agreement State Licensees*  

Section Number of
Respondents

Number of
Responses  
    Per
Respondent

Total
Annual
Responses

Burden Hrs 
Per   
Response

Total
Annual
Burden
(Hrs)

 Cost @
$156/Hr

32.51(a)(2)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.51(b) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.51(c) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.51a(c) 0 0 0 1.5 0

32.51a(e) 0 0 0 1.5 0

32.52(a)&(b)
(NRC Form 653)
 -A/S responses
to NRC
-Distributor
reports to A/S

NRC - 84

AS - 296

4

4

336

    1,184

0.6

0.4

202 

474

  31,512 

  73,944

32.53(b)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.55(c)
Burden included
in 32.210

NA

32.56 4 1 4 2.0 8    1,248

32.57(b)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA



Section Number of
Respondents

Number of
Responses  
    Per
Respondent

Total
Annual
Responses

Burden Hrs 
Per   
Response

Total
Annual
Burden
(Hrs)

 Cost @
$156/Hr

- 27 -

32.61(b) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.62(d) 0 0
0

1.5 0

32.72(a) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.72(b)(5) 38 1        38 0.5     19         2,964

32.74(a)(2)
Burden is
covered under
OMB Clearance
No. 3150-0120

NA

32.74(b) Burden
is covered under
OMB Clearance
No. 3150-0120

NA

32.210 480** 2   960 21 20,160 3,144,960

  TOTALS        2,522  20,863 3,254,628

*Activities under 10 CFR Part 32 Subpart A, "Exempt Concentrations and Items," are licensed
and regulated solely by the NRC, not by the Agreement States.  Therefore, the burden for the
requirements under Subpart A sections is included in Table 1, not Table 3.

** For Section 32.210 the number of respondents is not reflected in the total respondents since
it is already captured in the previous sections.
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 Table 4.  Part 32 Equivalency Recordkeeping Burden for Agreement State Licensees**

Section Number
of
Record-
keepers

Hours
Per
Record-
keeper

Total
Annual
Burden
Hours

Cost @
$156/Hr

Record
Retention
Period

32.51a(a)&(b) 380 1.5 570 88,920 N/A

32.51(a)(3)-
(5)&32.51a(d)

80 48.5 3,880 605,280 P

32.52(c) 80 0.22   18       2,808 3 Years

32.54(a)&(b) 4 50.0 200     31,200 P

32.58 4 3.0 12       1,872 R+1

32.61(d) 0 N/A 0 None

32.71(c) 20 7.5 150     23,400 P

32.71(d)
Burden included

in 32.71(c)
NA

32.71(e)
Burden included

in 32.71(c)
NA

32.72(a)(4) 188 390.0 73,320 11,437,920 P

32.72(c) 188 0.2       38         5,928 P

32.74(a)(2)(viii)  24 2.8      67       10,452 P

32.74(a)(3)
Burden included

in
32.74(a)(2)(viii)

NA

TOTALS 78,255 12,207,780

  P = Life of product
  R = Until included in report to Commission (up to 5 years)

**Activities under 10 CFR Part 32 Subpart A, "Exempt Concentrations and Items," are licensed
and regulated solely by the NRC, not by the Agreement States.  Therefore, the burden for the
requirements under Subpart A sections is included in Table 2, not Table 4.
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