GUIDE FOR APPLYING THE LICENSE CONDITION FOR THE ORDERS
FOR INCREASED CONTROLS AND FINGERPRINTING
ML080070152

Applicability-Immediately Effective Orders [EA-05-090 and EA-07-305]

Summary: This guide is intended to supplement the revised pre-licensing guidance that was
developed to provide a basis for confidence that radioactive materials will be used as specified
on a license. The four steps for applying additional requirements for increased controls are as
follows: 1) determine whether the increased controls are required, 2) contact the applicant, 3)
complete notifications, and 4) prepare the license and letter of transmittal. More details are
provided below and continue on pages 2 — 4 along with examples on pages 4 — 8.

STEP ONE: DETERMINE WHETHER THE INCREASED CONTROLS ARE REQUIRED

Complete the Checklist that accompanied the pre-licensing guidance. The Checklist, Step 1,
Item B pertains to risk significant quantities of certain radionuclides which are also identified in
Table 1 of Order EA-07-305 identified in the applicability statement, above.

A. For all licensing actions involving a new specific license, amendment or renewal
of an existing specific license, complete Step 1 of the Checklist to determine
whether additional requirements for increased controls are needed.

B. If an applicant requests authorization for a radionuclide listed in Table 1 to be
possessed or used in a quantity or quantities that equal or exceed the Table 1
value or requests an increase in the possession limit to equal or exceed the Table
1 value, then contact the applicant as per STEP TWO on the next page. If the
quantity or quantities requested do not exceed the Table 1 value, then complete
the action as usual.

C. If an existing license does not specify the quantity per source or radionuclide and
the total possession limit (see NOTES on next page) then contact the applicant
as per STEP TWO on the next page. If an existing license already specifies the
activity for individual sources or radionuclides and the total possession limit(s) for
multiple radionuclides or sources, then complete the action as usual.

D. If an existing licensee requests to add a radionuclide listed in Table 1 (e.g., add
additional HDR units) and had previously received the Order but responded to
NRC that they were not currently implementing the Order because the actual
quantity possessed would be maintained below the Table 1 value (even though
the license authorized a quantity to equal or exceed the Table 1 value), contact
the applicant as per STEP TWO on the next page. If the request involves a
radionuclide that is not listed in Table 1 then complete the action as usual.

E. If the action involves an amendment or renewal request from a licensee that has
already received the Orders and is now requesting to reduce a possession limit
below the Table 1 value, complete the action as usual and complete notifications
as per STEP THREE on page 3 and by sending an email to
Security_Orders@nrc.gov ; SUBJECT: “Rescind IC Orders.” - Include the
necessary information used as the basis for rescinding the Orders.
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F. For all amendment or renewal actions, regardless of the request, in which the
existing license authorizes a radionuclide in Table 1 in a quantity equal to or
greater than the Table 1 value and the licensee already responded to implement
the Order, prepare the license and transmittal letter as per STEP FOUR on the
next page and complete the action as usual.

NOTES: All licenses will specify the possession limit per radionuclide or source, where
applicable, model number(s) and the total possession limit for multiple
radionuclides or sources.

v Limited medical licenses authorized for 35.100 and 35.200 materials in quantities
“as needed” are excepted because no radionuclide listed in Table 1 is currently
used for diagnostic nuclear medicine.

v For sealed sources, the maximum possession limit will no longer indicate, “No
single source to exceed the maximum activity specified in the certificate of
registration issued by the U.S. Nuclear Regulatory Commission or an Agreement
State.” If multiple sources are requested, the activity per source will be indicated
along with the total maximum possession limit for the sources. See the attached
sample license formats.

v For all broad scope licenses, the “Atomic Nos. 1 - 83" grouping will not require
additional requirements for increased controls for any of the radionuclides listed
in Table 1 (i.e., Co-60, Cs-137, Gd-153, Ir-192, Pm-147, Se-75, Sr-90/Y-90,
Tm-170, Yb-169) unless the radionuclide from the Table is listed separately. For
the Atomic Nos. 1 - 83 grouping, the reviewer will authorize the smallest
possession limits per radionuclide and total, in order to stay below the Table 1
values and to ensure that the sum of the ratios is less than “one.” The reviewer
will list a radionuclide from Table 1 separately to make it clear when additional
requirements for increased controls apply to the radionuclide because the
maximum possession limit for the radionuclide equals or exceeds the Table 1
value. See the attached sample license formats.

STEP TWOQO: CONTACT THE APPLICANT

As appropriate, discuss maximum possession limits per source or radionuclide and total.
Make the applicant aware that possession limits less than the Table 1 value are
preferred. You may use the following deficiency paragraph in a letter, email, or telephone
call:

“Please be aware that the requested possession limits described in your application/letter
dated <insert date> will compel you to implement the requirements in the security orders
for increased controls and fingerprinting for unescorted access, both of which are
available at: http://www.nrc.gov/security/byproduct/orders.html. When authorized to
possess <insert radionuclide> you will be required to comply with the requirements for
increased controls and fingerprinting for unescorted access before the date that you
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possess the material. Please submit your schedule for implementing the increased
controls and fingerprinting requirements and provide confirmation that you will not take
possession of the additional radioactive materials in quantities that equal or exceed the
Table 1 values until you are in full compliance with the Increased Controls and
Fingerprinting Orders. If you have any question about the Orders at the link provided
above, please contact <insert regional point of contact and phone no.>”

If the applicant confirms that they wish to reduce their possession limit to less than the
Increased Controls quantity, prepare the license with the reduced limit and document the
reduction in the cover letter.

If the applicant confirms that they will possess the radionuclides listed in Table 1 and
submits the aforementioned schedule and confirmation then complete STEP THREE and
STEP FOUR below.

STEP THREE: COMPLETE NOTIFICATIONS

A. If adding licensed material triggering the Increased Controls and applicant has
not previously received/responded to the Increased Controls Order, send an
email to Security_Orders@nrc.gov and provide information required to update
the licensee’s implementation status in the ICSM database, i.e., license number,
docket number, license name, address (city, state, and zip code), main contact
name, title of contact, phone number, email (if available), date the license
condition is effective, ADAMS accession number.

B. If reducing possession limit to below IC quantities, send an e-mail to
Security Orders@nrc.gov to rescind the Orders.

C. Notify the Materials Inspection Branch Chief.

STEP FOUR: COMPLETE A., B., AND C., BELOW, TO PREPARE THE LICENSE AND
COVER (transmittal) LETTER

A. Insert the following license condition for the increased controls and fingerprinting
orders as per the applicability statement on page 1 of this guide:

The licensee will comply with the requirements of the “Order Imposing
Increased Controls” (ADAMS Accession No. (ML053130183) published in
the Federal Register on December 1, 2005 (70 FR 72128); and with the
“Order Imposing Fingerprinting and Criminal History Records Check
Requirements for Unescorted Access to Certain Radioactive Materials”
(fingerprinting Order) (ADAMS Accession No. (ML073230738) published in
the Federal Register on December 13, 2007 (72 FR 70901). The licensee will
complete implementation of said requirements by the first day that
radionuclides in quantities of concern are possessed at or above the limits
specified in “Table 1: Radionuclides of Concern” contained within the
fingerprinting Order. Notwithstanding any provisions of the Commission’s
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regulations to the contrary, all measures implemented or actions taken in
response to these Orders shall be maintained until the Commission orders
otherwise, or until the Commission explicitly modifies its regulations to
reflect the increased controls and fingerprinting requirements, and states in
modifying its regulations, that the revisions are to supersede these Orders.
The licensee shall notify the Director, Office of Federal and State Materials
and Environmental Management Programs, U.S. NRC, Washington, DC,
20555, in writing, within 25 days after it has completed the requirements of
this condition. In addition, licensee responses applicable to this license
condition shall be marked as “Withhold from Public Disclosure under 10
CFR 2.390.”

B. Insert the following paragraphs in the cover letter (transmittal letter):

Please note that by License Condition you are required to comply with the
requirements of the “Order Imposing Increased Controls” (ADAMS Accession No.
(ML053130183) published in the Federal Register on December 1, 2005 (70 FR
72128); and with the “Order Imposing Fingerprinting and Criminal History
Records Check Requirements for Unescorted Access to Certain Radioactive
Materials” (fingerprinting Order) (ADAMS Accession No. (ML073230738)
published in the Federal Register on December 13, 2007 (72 FR 70901).

This License Condition requires that you complete implementation of said
requirements by the first day that radionuclides in quantities of concern are
possessed at or above the limits specified in “Table 1: Radionuclides of
Concern” contained within the fingerprinting Order, and notify, in writing, the
Director, Office of Federal and State Materials and Environmental Management
Programs, U.S. NRC, Washington, DC, 20555, when you have completed the
requirements of this License Condition. Our records indicate that you provided a
response to the NRC dated XXXX, and that you are currently implementing the
Increased Controls requirements. Your response must be marked as “Withhold
from Public Disclosure under 10 CFR 2.390.”

Further implementation guidance and supplemental questions and answers are
available for these Orders at:

http://www.nrc.qgov/security/byproduct/orders.html

C. Include the applicant’s written response to STEP TWO (schedule and
confirmation) in the tie-down condition of the license.

Suggested License Formats:

1. Research and Development

Example-Single radionuclide
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6. Byproduct, source, and/or | 7. Chemical and/or physical | 8. Maximum amount that
special nuclear material form licensee may possess at
any one time under this
license
A. Carbon-14 A. Any A. XX gigabecquerels (YYY
millicuries), total

9. Authorized Use:

A. Research and development as defined 30.4.
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2. Non-medical Sealed Sources or Devices

Example 1-Multiple sources

6. Byproduct, source, and/or
special nuclear material

7. Chemical and/or physical
form

Maximum amount that
licensee may possess at
any one time under this
license

A. Cesium-137

A. Sealed Sources [insert
name of manufacturer,
Model Nos.]

. XX gigabecquerels (GBq)

[YYY millicuries] per
source and XXX GBq
[YYYY millicuries], total

9. Authorized Use:

A. For use in [specify type of device, e.q., portable or fixed gauges, industrial radiographic

devices, etc.] in accordance with the certificate of registration issued by the U.S. Nuclear
Regulatory Commission under 10 CFR 32.210 or with an Agreement State and which
have been distributed in accordance with a Commission or Agreement State specific
license authorizing distribution to persons specifically authorized by a Commission or
Agreement State license to receive, possess, and use the devices.

-OR -

Example 2-Multiple sources

6. Byproduct, source, and/or
special nuclear material

7. Chemical and/or physical

form

Maximum amount that
licensee may possess at
any one time under this
license

A. Cesium-137

A. Sealed sources
registered either with
NRC under 10 CFR
32.210 or with an
Agreement State and
incorporated in
compatible devices as
specified in item 9 of this
license.

. XX gigabecquerels (GBQq)

[YYY millicuries] per
source and XXX GBq
[YYYY millicuries], total

9. Authorized Use:

A. For use in [insert name of manufacturer] Model No. [insert model no.] for [insert

authorized use, e.q., “measuring physical properties of materials”].
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3. Medical- 35.400 Material

Example 1-Grouping radionuclides for manual brachytherapy use

6. Byproduct, source, and/or | 7. Chemical and/or physical | 8. Maximum amount that
special nuclear material form licensee may possess at
any one time under this
license
A. Any byproduct material A. Sealed Sources (insert A. XX gigabecquerels (GBq)
permitted by 10 CFR name of manufacturer [YYY millicuries] per
35.400 and model nos.) source and XXX GBq
[YYYY millicuries], total

9. Authorized Use:

**License reviewers have typically used a value of 2 curies for “Any byproduct material
permitted by 10 CFR 35.400,” and may use the following expression in the future, e.g.,
“80 GBq [2.2 curies], total.” Several radionuclides in the Table are typically used for
manual brachytherapy (e.g., Co-60, Cs-137, Ir-192, and Sr-90/Y-90).

-OR-

Example 2-Individual radionuclides listed separately for manual brachytherapy

6. Byproduct, source, and/or | 7. Chemical and/or physical | 8. Maximum amount that
special nuclear material form licensee may possess at
any one time under this
license
A. Any byproduct material A. Sealed Sources (insert A. XX gigabecquerels (GBq)
permitted by 10 CFR name of manufacturer [YYY millicuries] per
35.400 except [insert and model nos.) source and XXX GBq
name of 35.400 [YYYY millicuries], total
radionuclide listed below
on a separate line item]
B. [insert name of B. Sealed Sources (insert B. XX gigabecquerels (GBQq)
radionuclide**] permitted name of manufacturer [YYY millicuries] per
by 10 CFR 35.400 and model nos.) source and XXX GBq

[YYYY millicuries], total

9. Authorized Use:
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**License reviewers should list a radionuclide separately when the total amount requested for
the radionuclide equals or exceeds 0.1 of the Table value (e.g., Cs-137, 100 GBq [2.7
curies], total).

***License reviewers should list 10 CFR 35.400 radionuclide separately when the licensee is
subject to the Increased Controls based on the sum of the 35.400 authorization plus
another authorization on the license. (Example, 35.400 Ir-192 sources + HDR Ir-192
sources.
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4. Broad Scope

Example 1-Increased Controls are not required

Maximum amount that
licensee may possess at
any one time under this
license

6. Byproduct, source, and/or | 7. Chemical and/or physical | 8.
special nuclear material form

Not to exceed 0.15
terabecquerel (TBq) [4.08
curies] per radionuclide
and 1.36 TBq [36.72
curies], total**

A. Any byproduct material A. Any A.
with atomic numbers 1

through 83

9. Authorized Use:

A. Research and development as defined in 10 CFR 30.4.

**A licensee can possess all the radionuclides listed in the Table within the group for Atomic
Nos. 1 - 83 (i.e., Co-60, Cs-137, Gd-153, Ir-192, Pm-147, Se-75, Sr-90/Y-90, Tm-170,
Yb-169) and the increased controls do not apply because 0.15 TBq is less than the most
restrictive Table value (Co-60, 0.3 TBq) for radionuclides in the group and the sum of
ratios is less than “one.”

-OR-

Example 2-Increased Controls are required

6. Byproduct, source, and/or | 7. Chemical and/or physical | 8. Maximum amount that

special nuclear material form licensee may possess at
any one time under this
license
A. Any byproduct material A. Any A. Not to exceed 4
with atomic numbers 1 gigabecquerels (GBq)
through 83, except [104 millicuries] per
Selenium-75 ** radionuclide and 200
GBq [5.4 curies], total
B. Selenium-75 B. Any . 2 terabecquerels (TBQq)
[54 curies], total
9. Authorized Use:

A. and B. Research and development as defined in 10 CFR 30.4.
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**Se-75 is listed separately to indicate that the additional requirements for increased controls
apply to Se-75, alone. The Atomic Nos. 1 - 83 grouping includes the other radionuclides
listed in the Table that are also considered when determining applicability in STEP ONE of
this guidance.

Guide for Applying the License Condition 10
For the Orders for IC and FP December 14, 2006
Revised December 17, 2007




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


