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We recommend that the manufacturers/distributors should be required to verify the
license prior to distributing a Category 3 source in accordance with 37.71. We also
Deborah P. University of . FRN, recommend that the licensed users not be required to verify the license of the
1.01 Steva, RSO Virginia Medical General, Q1 |manufacturers/distributors when returning the Category 3 sources. By requiring HDR LvS Letter 02/23/2017 ML 17068A160
source users to verify the license of Varian/Nucletron each quarter would be of no
security benefit and would only increase the workload on licensee staff.
No, this addition would not increase the physical security of the source which is already
Deborah P University of FRN covered under 10 CFR 20.1801 and 1802. However, this addition would prevent a
1.02 Steva de Vir inig Medical GeneraI’ Q2 licensee from illegally manipulating a license and providing that to a SA Letter 02/23/2017 |ML17068A160
’ 9 ’ manufacturer/distributor. We recommend that Category 3 licenses be included in the
LVS.
. . Yes, we recommend that Category 3 source user licensees be exempted from any
1.03 Deborah P. Unl\{erlS|.ty of Medical FRN, requirement to verify the manufacturer/distributor license when returning Category 3 LVS Letter 02/23/2017 |ML17068A160
Steva, RSO Virginia General, Q3 sources
If NRC decides not to exempt all Category 3 licensees, then we recommend that medical
Deborah P. University of . FRN, users of Category 3 sources should be exempted as they are required to be properly
104 Steva, RSO Virginia Medical General, Q4 |vetted and approved by Health Departments and other state agencies before they can Lvs Letter 02/23/2017 ML 17068A160
begin to treat patients with Category 3 sources.
No. A majority of Category 3 sources utilized are for the HDR which are exchanged at
. . quarterly frequencies. A requirement to track Category 3 sources in NSTS would not
1.05 Deborah P. Unlvher-S|.ty of Medical FRN, increase the security of these sources and would only add unnecessary burden to NSTS Letter 02/23/2017 |ML17068A160
Steva, RSO Virginia NSTS, Q1 | . .
licensees who would be required to enter source exchanges into NSTS every 3 months.
This would add a great amount of burden to the manufacturer/distributors.
106 | DeborahP. | University of |\ gy FRN. Ino NSTS Letter  |02/23/2017|ML17068A160
i Steva, RSO Virginia NSTS, Q2 i
No. The sources are still in possession of the licensee until received after shipment to
. . requiring the NSTS reporting to be completed prior to the receipt after shipping would not
1.07 Deborah P. | University of | 0 o) RN, |be correct. 10 CFR 37.75, 77, and 79 have requirements for the shipping coordination NSTS Letter  |02/23/2017 |ML17068A160
Steva, RSO Virginia NSTS, Q3 |. . . o .
including estimated receipt time of the sources. Therefore this change would not add any
security value to the process.
Deborah P University of FRN No. NSTS only indicates that the sources are in possession of a licensee, not their
1.08 | ersity Medical ’ physical security status. NSTS indication would only change by an individual entering this NSTS Letter 02/23/2017|ML17068A160
Steva, RSO Virginia NSTS, Q4 | . . <
information after the discovery of a change in status.
The NRC needs to include results of a cost benefits analysis regarding how much time
would be required by licensees, manufacturers and distributors for maintaining Category
3 sources in NSTS. By requiring Category 3 sources, this would also increase the
Deborah P. University of . FRN, workload on Category 2 licensees such as radiography licensees due to the fact that their
1.09 Steva, RSO Virginia Medical NSTS, Q5 |sources would not fall below the NSTS reporting requirements until they are below the NSTS Letter 02/23/2017 ML 17068A160
Category 3 thresholds. It is assumed that most radiography licensees return their sources
above this limit. Due to this requirement the workload to these licensees and their
manufacturer/distributors would greatly increase with no benefit.
1.10 Deborah P. | University of | p0 iy FRN, " |We have the availability to access LVS online and will maintain this access. LVS Letter  |02/23/2017 |ML17068A160
Steva, RSO Virginia LVS, Q1
111 Deborah P. Unl\{er.S|.ty of Medical FRN, We transfer one Category 3 source quarterly. The source is transferred directly to the LVS Letter 02/23/2017 |ML17068A160
Steva, RSO Virginia LVS, Q2 |manufacturer.
Deborah P. University of . FRN,
1.12 Steva, RSO Virginia Medical LVS, Q3 No. LvVS Letter 02/23/2017 |ML17068A160
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Yes. We have had one experience using LVS to verify a license. Our Gamma Knife
Deborah P University of FRN center tried to use LVS to verify the manufacturer/distributor's license but there was an
1.13 . - Medical ! error and he was told to contact the licensing agency. The LVS licenses should be LVS Letter 02/23/2017 |ML17068A160
Steva, RSO Virginia LVS, Q4 L o . .
periodically verified to be accurate and accessible by the NRC to prevent licensees
having to contact the licensing agencies.
Deborah P. University of . FRN’ NSTS - . . . T
1.14 - Medical licensees, [We currently utilize online access for reporting to NSTS and will maintain this access. NSTS Letter 02/23/2017 |ML17068A160
Steva, RSO Virginia Q1
Yes. We have noticed that the half-life utilized by NSTS does not match what is used by
our treatment planning system. NSTS uses a 5.27 year half-life for Co-60 while the
Deborah P University of FRN, NSTS [treatment planning system uses a 5.26 half-life. This will lead to a difference in activity
1.15 Steva de Virginia Medical licensees, |levels as the number of years increases. A second issue is that the significant digits for NSTS Letter 02/23/2017|ML17068A160
’ Q2 activity are not same in NSTS as what is provided to us by the manufacturer/distributor.
A third issue was the reliability of issued tokens. Several did not work due to a dead
battery.
No. The typical Category 3 source is used in a hospital cancer setting for patient care.
IAEA states that Category 3 sources could cause injury if a person handles them for
Deborah P University of FRN some hours. It also states that a fatal exposure would take days or weeks to occur.
1.16 Steva de Virginia Medical Security’ a1 Enhancing these sources would not be beneficial for the cost involved. The HDR source SA Letter 02/23/2017 |ML17068A160
’ ’ utilized is Ir-192 which has a half-life of 73.831 days and a maximum activity level of 13
curies when installed. These sources would not cause a wide-scale radiological exposure
if used for nefarious purposes.
117 Deborah P. Uniyer§iFy of Medical FRN, Yes, any Category 3 generally licensed device should be changed to a specific licensed GLDs Letter 02/23/2017 |ML17068A160
Steva, RSO Virginia Security, Q2 [source.
After analyzing the reports, it appears there is an issue with the license vetting and not
Jerry Sullivan security of the category 3 business sites. That is the issue that should be addressed.
2.01 . " | Dyna-Log, Inc. Industrial General |Personally, | am in full support of increasing the application requirements for category 3 SA Email 02/28/2017 |ML17153A171
President ) . ; . ; )
sources. The KDHE is very diligent in their vetting process and works closely with the
licensees to assure safety and adequate security for these minimal source user/owners.
By eliminating category 3 and forcing those businesses to be issued a category 2 license,
202 Jerry S}Jllivan, Dyna-Log, Inc. | Industrial General you will only e_liminate small busingsses who cannot afford the additioqgl financial purden SA Email 02/28/2017 |ML17153A171
President of extra security. The category 2 license appears to only have the additional security
requirements and still does not address the issue of the application requirements.
Colorado agrees with NRC Commissioner Burns and NRC Chairman Svinicki in the
Jennifer T. Colorado following response to NRC Commissioner Baran’s Proposed Staff Re-Evaluation of
Opila, Department of Agreement Category 3 Source Accountability (ADAMS ML16292A817): “The current NRC
3.01 Radiation Public Health General |regulations for transfers of radioactive sources are adequate to protect public health and SA Letter 03/01/2017 |ML17068A155
State . . . ” .
Program and safety, commensurate with the associated risks.” Further, Colorado maintains that the
Manager Environment Agreement States have effectively adopted and implemented the NRC regulations for

source security and accountability.
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In 2009, when evaluating the rationale for expansion of the National Source Tracking
System (NSTS) to Category 3 sources, NRC staff did not conduct or provide a threat
basis for Category 3 quantities of radioactive materials. Further, in its 2014 report, the
Radiation Source Protection and Security Task Force stated “In preparation for the 2014
Jennifer T. Colorado Task Force report, the Task Force reviewed information from the intelligence community
Opila, Department of Agreement regarding the current threat of terrorist organizations using radioactive sources or other
3.02 Radiation Public Health State General |radioactive materials against the U.S., along with isotope production and usage SA Letter 03/01/2017 |ML17068A155
Program and information, in order to determine whether changes to the radioactive sources list or
Manager Environment threshold levels were needed. Although the U.S. still faces a general, credible, threat of
terrorism utilizing radioactive materials, the Task Force is not aware of any specific threat
leveled against a specific target. In addition, the global use of radioactive sources has
remained stable both in species and quantity such that the addition of novel
radionuclides or changes in thresholds for the existing list is not justified at this time.”
Jennifer T. Colorado The 2015 operation by the U.S. Government Accounting Office did not identify a
Opila, Department of Agreement regulatory gap. Instead, the operation revealed a single, isolated failure on the part of
3.03 Radiation Public Health State General |one individual in one Agreement State program. One isolated, individual failure does not SA Letter 03/01/2017 |ML17068A155
Program and constitute reason to expand security or accountability requirements for Category 3
Manager Environment quantities of radioactive materials.
Colorado agrees with Chairman Svinicky in her following response to Commissioner
Jennifer T Colorado Baran’s Proposed Staff Re-Evaluation of Category 3 Source Accountability (ADAMS
) ’ ML16292A817): “Arguments that sources at the high end of Category 3 can be
Opila, Department of Agreement aggregated to Category 2-levels are similarly unavailing. Such arguments are inherent to
3.04 Radiation | Public Health | "9 General  |2997¢9 gory Y Aing. 9 SA Letter  |03/01/2017 |ML17068A155
Program and State any §cheme that manfage_s haz_ard through the application of a set of graded .
. requirements, escalating in stringency as one progresses through the categories. Such
Manager Environment o ) .
categorization approaches are replete in the NRC regulatory framework for managing
hazard and the logic of aggregation, lacking more, does not invalidate them.”
Jennifer T. Colorado
Opila, Department of Agreement In light of the above comments, Colorado does not support expansion of license
3.05 Radiation Public Health General |verification requirements to Category 3 quantities of radioactive materials or the inclusion SA Letter 03/01/2017 |ML17068A155
State o ) . o ; )
Program and of Category 3 quantities of radioactive materials in the National Source Tracking System.
Manager Environment
Jennifer T. Colorado In response to question #3: If the NRC changed the regulations to limit license
Opila, Department of Agreement FRN verification only through the LVS or the transferee’s license issuing authority for transfers
3.06 Radiation Public Health State LVS C’B of Category 3 quantities of radioactive material, transfers from licensees to LVS Letter 03/01/2017 |ML17068A155
Program and ’ manufacturers and distributors should be exempted from the limitations. The NRC should
Manager Environment consider such an exemption for transfers of Category 1 and 2 quantities as well.
Jennlfer T Colorado In response to question #3: The NRC should not consider changes to the current NSTS
Opila, Department of Agreement FRN reporting requirements because, as stated in the general comments listed above, there
3.07 Radiation Public Health ’ . ’ f ’ NSTS Letter 03/01/2017 |ML17068A155
Program and State NSTS, Q3 |has been no demonstration that the current requirements are not adequate to ensure

Manager

Environment

safety and security of radioactive materials.
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. In response to question #1: Colorado has 17 licensees authorized to possess Category 1
Jennifer T. Colorado s . ) L i
. quantities, 15 licensees authorized to possess Category 2 quantities and 48 licensees
Opila, Department of Agreement FRN authorized to possess Category 3 quantities. These numbers are based on the total
3.08 Radiation | Public Health | "9 * °c fo b ategory S qu. : ; . WBL Letter  [03/01/2017|ML17068A155
Program and State LVS, AS Q1 |possession limits authorized on the licenses and do not reflect actual inventories of
9 . sources. Colorado does not maintain and cannot easily access inventory information for
Manager Environment "~
sources of below Category 1 and 2 quantities.
Jennifer T. Colorado
Opila, Department of Agreement FRN In response to question #2: Colorado uses the NRC’s Web Based Licensing (WBL)
3.09 Radiation Public Health g ] System and maintains all active licenses in WBL. Therefore, there should be no need for WBL Letter 03/01/2017|ML17068A155
State LVS, AS Q2 - I :
Program and the manual verification process to be used for verification of a Colorado license.
Manager Environment
Jennifer T. Colorado
Opila, Department of Agreement FRN
3.10 Radiation Public Health 9 ) In response to question #3: Colorado uses WBL for all radioactive materials licensees. WBL Letter 03/01/2017 |ML17068A155
State LVS, AS Q3
Program and
Manager Environment
Jennifer T. Colorado In response to question #4: Because Colorado uses WBL for all radioactive materials
Opila, Department of Agreement FRN licensees, the only additional regulatory oversight required would be for inspectors to
3.1 Radiation Public Health 9 ) verify that licensees transferring Category 3 quantities performed the proper license WBL Letter 03/01/2017 |ML17068A155
State LVS, AS Q4 I . - o . Co ) .
Program and verification. While the impact of these additional inspection items is not precisely known,
Manager Environment it is expected to be minimal.
In response to question #1: The NRC does not have authority to require the Agreement
States to administer the annual inventory reconciliation process in the manner that NRC
has administered the process. Therefore, if the NRC chose to discontinue administration
Jennifer T. Colorado of the annual inventory reconciliation process for Agreement State licensees, Agreement
Opila, Department of Agreement FRN, States would get to choose how to administer the process. This could simply be ensuring
3.12 Radiation Public Health gState NSTS, AS [at inspection that the licensee has conducted the required annual inventory NSTS Letter 03/01/2017 |ML17068A155
Program and Q1 reconciliation. Verifying compliance with this requirement during inspection would require
Manager Environment minimal additional regulatory burden. However, continuing the NRC’s process for annual
inventory reconciliation would demand an additional regulatory burden estimated at 65
hours annually for Colorado Category 1 and 2 licensees and 100 hours annually for
Colorado Category 3 licensees.
Jennifer T. Colorado In rgsponse to qL'Jestlon #1: The NRC sho.u'ld not consider expand|.ng physical security
. requirements to include Category 3 quantities because, as stated in the general
Opila, Department of Agreement FRN comments listed above, there has been no demonstration that the current requirements
3.13 Radiation Public Health 9 L ' ) : . : a SA Letter 03/01/2017 |ML17068A155
State Security, Q1 |are not adequate to ensure safety and security of radioactive materials. Additionally, the
Program and
. regulatory burden on the Colorado Agreement State program of such expanded
Manager Environment

provisions is estimated at one additional full-time technical staff member.
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In response to question #2: If the NRC determines that expansion of source security and
Jennifer T. Colorado accountability requirements are needed for Category 3 quantities, NRC should prohibit
Opila, Department of Agreement ERN such quantities from being possessed under a general license. Additionally, Colorado
3.14 Radiation Public Health 9 . believes that the general licensing program does not provide for adequate accountability GLDs Letter 03/01/2017|ML17068A155
State Security, Q2 . )
Program and of sources. Colorado would support revision of the program to require sources that pose
Manager Environment a higher safety risk to be possessed under a specific license and allow sources that pose
a lower safety risk to be exempt from regulation.
. Regarding adding Category 3 sources to NSTS: In their current form, NSTS and WBL
Jennifer T. Colorado 0 ; : L
. do not share basic licensee information such as addresses. If any basic licensee
Opila, Department of Agreement FRN, information changes, we are required to make the change in both WBL and NSTS. Not
4.01 Radiation | Public Health | "9 NSTS, AS mation changes, v quirect o ) : Cred&SysArc |  Email  |03/01/2017 |ML17068A157
State only is this inefficient, it has the potential to cause data discrepancies. Because we have
Program and Q1 . . . . )
. approximately 1.5 times the Category 3 licensees as Category 1 and 2 licensees, this
Manager Environment
problem would more than double.
gi:c?c;rwgflftiec; 3:::[:; Agreement | believe we are asking the wrong questions. The result of the GAO audit and
5.01 o 9 General [investigation was that the GAO was able to obtain a license under false pretenses and SA Letter 03/02/2017|ML17068A156
of Radiation | Department of State ) i
. purchase a source that was authorized by that license.
Control Public Health
In the latest investigation, the fact that they were able to obtain the license at all indicated
a breakdown in the existing policies and procedures by one
individual working for the issuing authority. But, even with that breakdown, the material
that could be acquired as authorized on the license would not have been a "quantity of
Karl D. Walter, State of " . . -
Director. Office Alabama Agreement concern." Only after the licensee illegally altered the official license were they able to
5.02 e 9 General [request enough radioactive material to be considered a "quantity of concern.” This is the SA Letter 03/02/2017|ML17068A156
of Radiation | Department of State . ) . : Lo
h exact same thing that occurred during an earlier GAO investigation, in that even though
Control Public Health - . . - )
they were able to acquire a radioactive material license under false pretenses, in order to
be able to attempt to acquire radioactive material in "quantities of concern" they had to
alter the license, or create a falsified document. So what is the root cause of these
incidents? It certainly is not that the current regulatory requirements are inadequate.
Karl D. Walter, State of It seems to me t.hat the problgm lies in the ability of a licensee with nefarious intent bfelng
Director. Office Alabama Agreement able to perform illegal alterations of the document so that they could attempt to acquire
5.03 . 9 General |radioactive material for which they are not authorized. Therefore, would not a more SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State . h X . .
R prudent question be "How do we make our licenses less susceptible to alteration or
Control Public Health P
falsification?
If a licensee of ours were to alter a current document in an attempt to acquire radioactive
Karl D. Walter, State of ) ; . .
Director. Office Alabama Agreement materials for which they are not authorized, our Agency would most certainly suspend the
5.04 o 9 General [license and level harsh civil penalties against them. If we did not, then we are not SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State upholding our responsibility to properly regulate the possession and use of radioactive
Control | Public Health phoding P y 1o properly reg P
material.
Karl D. Walter, State of Many other' documents have implemented ar'1t|-forg|ng t'echnlques, so examples are
Director. Office Alabama Agreement readily available. | recommend that the working group first address the root cause of the
5.05 o 9 General [problem by considering recommendations that will make licenses more difficult to alter or SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State . -
Control Public Health forge. | also urge the working group to make clear determinations of what level of

protection is appropriate for each category of byproduct material activity.
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The next question should be "What is actually broken that requires regulatory change to
Karl D. Walter, State of address it?" What data do we have that indicates that current policy and regulation, when
5.06 D|rector,. Qfﬁce Alabama Agreement General used as intended, !s |n§dequate. | agree with Chairman Svmlcky that currgnt regulations SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State for transfers of radioactive sources are adequate, and there is no need to include
Control Public Health Category 3 sources in the same requirements as that required for Category 1 and 2
sources.
We need to use common sense in our regulation of radioactive material. For decades
Karl D. Walter, State of . ) ) : ] L )
Director. Office Alabama Agreement radiophobia has driven public and congressional opinion, and we have allowed it to do
5.07 o 9 General [so. The proper amount of respect for radiation is certainly appropriate; being more afraid SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State ) . . ) )
. of any radioactive material than to a toxic chemical that can be bought at your local
Control Public Health )
hardware store is unacceptable.
Karl D. Walter, State of The NRC and Agreemgnt States should take more proactive measures' to gllay N
Director. Office Alabama Agreement unnecessary radiophobia. NRC and Agreement States have the expertise in determining
5.08 o 9 General |what constitutes an appropriate level of protection and should take measures to assure SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State L . .
R that protection is in place, but we should not have to take inordinate and unnecessary
Control Public Health
measures beyond that.
Karl D. Walter, State of No. The ISSL'Jel is that a licensee |IIeg§!Iy altereq a Iegal docurr'1er?t which limits total .
Director. Office Alabama Agreement FRN licensed activity to Category 3 quantities of radioactive material in a manner that might
5.09 L 9 ’ have allowed the acquisition of Category 2 quantities of radioactive material. That does SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State General, Q1 o I . . .
. not mean that Category 3 quantities of radioactive material should be subject to the same
Control Public Health . ; " . . .
physical protection as Category 2 quantities of radioactive material.
Even if an incremental increase in public safety were to be realized if the regulations
were changed as stated in the question, how could we measure it? | question whether
Karl D. Walter, State of there would be a measurable increase in the security of these materials if such
5.10 Director, Office Alabama Agreement FRN, requirements were implemented. In my opinion, current regulations provide a reasonable SA Letter 03/02/2017 |ML17068A156
’ of Radiation | Department of State General, Q2 [assurance of public health and safety. There is no amount of regulation that will provide
Control Public Health an absolute assurance of public health and safety. If regulators follow the current guides
and requirements in issuing licenses, the current verification system appears quite
adequate.
Karl D. Walter, State of
5.11 Dlrector,‘ Qfﬂce Alabama Agreement FRN, I am not convinced that such a move will result in a measurable increase in public safety. SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State General, Q3
Control Public Health
Karl D. Walter, State of | agree with Chairman Svinicky that current regulations for transfers of radioactive
Director, Office Alabama Agreement FRN, sources are adequate, and there is no need to include Category 3 sources in the same
512 of Radiation | Department of State NSTS, Q1 [requirements as that required for Category 1 and 2 sources. There is no data that NSTS Letter 03/02/2017|ML17068A156
Control Public Health indicates that the current system is inadequate.
gﬁ—:c?(;rwgfléiré Aslrggnc:; Agreement FRN First, 1 do not believe there is any evidence to support including Category 3 sources in
5.13 L 9 ’ the NSTS. However, if the NRC is able to provide data that supports such a move, | SA Letter 03/02/2017 |ML17068A156
of Radiation | Department of State NSTS, Q2 . X
Control Public Health would expect a lesser level of reporting requirements than for Category 1 and 2 sources.
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Karl D. Walter, State of
Director, Office| Alabama Agreement FRN, . N . .
5.14 of Radiation | Department of State NSTS, Q3 No. There is no indication that the current requirements are inadequate. SA Letter 03/02/2017|ML17068A156
Control Public Health
Karl D. Walter, State of
Director, Office Alabama Agreement FRN, . . . .
5.15 of Radiation | Department of State NSTS, Q4 | do not believe there would be a measurable increase in safety or security. SA Letter 03/02/2017 |ML17068A156
Control Public Health
Karl D. Walter, State of
Director, Office| Alabama Agreement FRN,
5.16 of Radiation | Department of State LVS, AS Q1 60 WBL Letter 03/02/2017|ML17068A156
Control Public Health
Karl D. Walter, State of
Director, Office Alabama Agreement FRN, .
5.17 of Radiation | Department of State LVS, AS Q2 We would encourage licensees to use the LVS. LVS Letter 03/02/2017 |ML17068A156
Control Public Health
Karl D. Walter, State of
Director, Office Alabama Agreement FRN, No, we are producing our own on line database system that meets our total needs better
518 1" ofRadiation |Departmentof| State | LVS, AS Q3 |than the WBL. WBL Letter |03/02/2017 /ML 17068A156
Control Public Health
Karl D. Walter, State of
Director, Office Alabama Agreement FRN,
5.19 of Radiation | Department of State LVS, AS Q4 Unknown. LVS Letter 03/02/2017|ML17068A156
Control Public Health
It is my opinion that the above statement is not entirely correct, in that | do not perceive
that the NRC administers the annual inventory reconciliation process on behalf of the
Karl D. Walter, State of ERN Agreement States. Rather, it is my opinion that the Agreement States have adopted
5.20 Dlrector,‘ Qfﬁce Alabama Agreement NSTS, AS compat!ble rules that fa(_:llllta_te the NRC_s annual |nv§ntory reconciliation process. The NSTS Letter 03/02/2017 |ML17068A156
of Radiation | Department of State a1 annual inventory reconciliation is a requirement for licensees, not the Agreement State.
Control Public Health Were the NRC to abandon the current process, it is most likely that we would enforce
that requirement during regular inspections, resulting in minimal additional regulatory
burden.
Karl D. Walter, State of
Director, Office| Alabama Agreement FRN, . .
5.21 of Radiation | Department of State Security, Q1 No, there is no documented evidence that supports such a move. SA Letter 03/02/2017 |ML17068A156
Control Public Health
gi:c?c;rwgflftii; 3:}:[:; Agreement FRN | continue to believe the GL program should be abolished and sources should be either
5.22 b 9 . specifically licensed or exempt. However, if the NRC continues the GL program, it would GLDs Letter 03/02/2017 |ML17068A156
of Radiation | Department of State Security, Q2 " .
Control Public Health seem prudent that any Category 3 source should be specifically licensed.
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Don Metal Forms, . Q#1- is Online reporting of the receipt of source Category 2 or 3 from the Original .
6.01 Popielarczyk Ltd. Industrial General Manufacturer the same as filling out the 748C Form? NSTS Email 03/02/2017]ML17068A159
Q#2- Is the Source Manufacturer License verification when shipping a Category 2 or 3
back to the original manufacturer as listed on Online reporting website in printable form
Don Metal Forms, . for License verification records (Currently | have only been able to view their Name in list .
6.02 Popielarczyk Ltd. Industrial General form on Credentialed website)) Would it not simplify things if the verification of the LvS Email 03/02/2017|ML17068A159
Original Manufacturer license not be required for transfer back to the Original
Manufacturer?
Q#4- Would it simplify things if on the Inventory form there was a tab for transferring
(each checked individual source) back to the original Manufacturer for disposal OR to
Don Metal Forms, . populate portions the 748B Form for single or group shipments. Due to the Complexity of .
6.03 Popielarczyk Ltd. Industrial General the rules will there be any Credentialed Radiation Security Consultants allowed to assist NSTS Email 03/02/2017|ML17068A159
in guidance, implementation & for maintaining or Instructional Course for compliance and
record keeping of rules?
Charles G. llinois
Vinson, Head, Emergenc Agreement Generally, the Agency does not support the full inclusion of Category 3 sources into the
7.01 Radioactive gency 9 General |10 CFR 37 rulemaking. Better accountability and licensing practices can be implemented NSTS Letter 03/06/2017 |ML17068A162
) Management State . . )
Materials without overly burdensome methods and costs for licensees and regulators alike.
A Agency
Section
Charles G. llinois The Agency believes it is time to make the verification system as paperless as possible.
Vinson, Head, Emergenc Agreement ERN The verification methods can be similar to those for Category 2 material. The Agency
7.02 Radioactive gency 9 ’ would like new regulatory language that requires pending transfers of radioactive material LVS Letter 03/06/2017 |ML17068A162
. Management State General, Q1 . f . ) ) . )
Materials to new licenses to be vetted directly with the licensing authority rather than through third
. Agency e
Section party certifications.
Based on the history of known events, there is no evidence that safety or security would
be favorably impacted by this change. We would point to the 2014 Radiation Source
Charles G. Lo ) . L
) lllinois Protection and Security Task Force Report that indicated they were not aware of any
Vinson, Head, Emergenc Agreement FRN specific threats that would justify a change in security measures. However, current
7.03 | Radioactive gency | A9 o |Pped ! Justity d y measures. o SA Letter  |03/06/2017 |ML17068A162
Materials Management State General, Q2 |intelligence regarding evolving threats must always be considered when making these
) Agency decisions. The Agency is not opposed to better tracking of new licenses issued to ensure
Section . . : " .
the proper radioactive material and quantities are ordered if the current threat
environment warrants it.
Charles G. .
Vinson, Head llinois
704 Radioactive Emergency | Agreement FRN, The Agency isin favor of excepting returns to a well-established manufacturer/distributor LVS Letter 03/06/2017 |ML17068A162
) Management State General, Q3 |for that specific source.
Materials Agenc
Section gency
Charles G. Lo
Vinson, Head llinois
705 Radioactive Emergency Agreement FRN, First, NRC may want to consider gnly including 'portable’ Category 3 sources in this SA Letter 03/06/2017 |ML17068A162
Materials Management State General, Q4 |effort. Most of the noteworthy devices are somewhat portable.
Agency

Section
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Secondly, if bundling of Category 3 sources into a Category 2 configuration is the primary
Charles G. . concern, NRC may again want to consider focusing on the prelicensing and licensing
) lllinois f )
Vinson, Head, Emergenc Agreement ERN procedures for all licenses that potentially could aggregate Category 3 sources before
7.06 Radioactive gency 9 ! millions of dollars in administrative and physical protective measures are spent by both SA Letter 03/06/2017 |ML17068A162
. Management State General, Q4 |. . . .
Materials Adenc industry for implementation and regulatory agencies for enforcement of such a rule. It
Section gency appears that it will be more efficient to catch these problems during the initial licensing
process rather than burying industry with more regulations.
Charles G Based on the history of known events, there is no evidence that safety or security would
) ; lllinois be favorably impacted by this change. We would point to the 2014 Radiation Source
Vinson, Head, Emergenc Agreement FRN Protection and Security Task Force Report that indicated they were not aware of an
707 | Radioactive geney | Ag ; > y ask r port . y Y SA Letter  |03/06/2017|ML17068A162
Materials Management State NSTS, Q1 |specific threats that would justify a change in security measures. However, current
Section Agency intelligence regarding evolving threats must always be considered when making these
decisions.
Charles G. .
) lllinois
Vinson, Head, Emergenc Agreement FRN
7.08 Radioactive gency 9 ) NRC should consider less restrictive reporting based on risk. SA Letter 03/06/2017 |ML17068A162
. Management State NSTS, Q2
Materials Agenc
Section gency
Charles G. Lo
) lllinois We would recommend that Category 1 be reported on the same day and Category 2
Vinson, Head, Emergency Agreement FRN stays the same. NRC also should require all licensees including distributors involved with
7.09 Rl?/l(:t(:gll\s/e Management State NSTS, Q3 [Category 1 and 2 transfers to report receipt of sources in the NSTS including distributors, NSTS Letter 03/06/2017|ML17068A162
. Agency nationally and internationally.
Section
Charles G Based on the history of known events, there is no evidence that safety or security would
) ; lllinois be favorably impacted by this change. We would point to the 2014 Radiation Source
Vinson, Head, Emergenc Agreement FRN Protection and Security Task Force Report that indicated they were not aware of an
710 | Radioactive geney | Ag : > Y jask r port . y Y SA Letter  |03/06/2017|ML17068A162
Materials Management State NSTS, Q4 |specific threats that would justify a change in security measures. However, current
Section Agency intelligence regarding evolving threats must always be considered when making these
decisions.
Charles G. .
) lllinois
Vinson, Head, Emergenc Agreement FRN
741 | Radioactive gency | Ag * _ |None. NSTS Letter  |03/06/2017|ML17068A162
X Management State NSTS, Q5
Materials Agenc
Section gency
Charles G. Lo
) lllinois
Vinson, Head, Emergenc Agreement FRN
712 | Radioactive gency | Ad ' [139 WBL Letter  |03/06/2017|ML17068A162
) Management State LVS, AS Q1
Materials Agenc
Section gency
Charles G. .
Vinson, Head llinois
713 Radioactive Emergency Agreement FRN, Thelegelncy will encqurage the use of LVS but is prepared to handle whatever manual LVS Letter 03/06/2017 |ML17068A162
) Management State LVS, AS Q2 |verifications are required.
Materials Agency

Section
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pharles G. lllinois IEMA prefers not to adopt the WBL at this time because of local administrative and
Vinson, Head, Emergenc Agreement FRN rofessional preferences. The speed of entering and extracting information is of
714 | Radioactive gency | Ag c P ! P ' P oniering acting WBL Letter  |03/06/2017|ML17068A162
Materials Management State LVS, AS Q3 [paramount importance to us. Use of a third party system including support for the system
) Agency is a major concern.
Section
Charles G. llinois
Vinson, Head, Emergenc Agreement FRN For the verification of Category 3 licenses only, the impact would be minimal. The impact
7.15 Radioactive gency 9 ) of licensing and inspecting Category 3 licensees to the level mandated by 10 CFR 37 LVS Letter 03/06/2017 |ML17068A162
) Management State LVS, AS Q4 . = o
Materials would be immense, requiring an additional 1-2 FTEs.
) Agency
Section
Charles G. llinois
Vinson, Head, Emergenc Agreement FRN, First of all, NRC does not solely administer the process. Most Agreement States are in
7.16 Radioactive gency 9 NSTS, AS [constant contact with the licensees and assist with their efforts to meet the reconciliation NSTS Letter 03/06/2017 |ML17068A162
) Management State
Materials Q1 throughout the process.
) Agency
Section
Charles G. llinois
Vinson, Head, Emergenc Agreement FRN, The Agency also believes that many of the licensees involved have operations in every
717 Radioactive gency 9 NSTS, AS [jurisdiction and likely prefer dealing with one NRC portal directly on this rather than 38 Cred&SysArc Letter 03/06/2017 |ML17068A162
) Management State . .
Materials Q1 different parties.
) Agency
Section
Charles G. .
Vinson, Head Hlinois FRN
718 Radioactive Emergency Agreement NSTS, AS Additional ‘concerns‘ abqut data _securlty would also have to be addressed if the number CredaSysArc Letter 03/06/2017 |ML17068A162
) Management State of players involved in this effort is expanded.
Materials Agenc Q1
Section gency
Charles G. Lo
Vinson, Head llinois FRN
719 Radioactive Emergency Agreement NSTS, AS Finally, regarding resou'rces,. most §tates gre in a far less desirable position than NRC to NSTS Letter 03/06/2017 |ML17068A162
. Management State support such an operation either with staffing or funds.
Materials Agenc Q1
Section gency
Charles G. llinois
Vinson, Head, Emergenc Agreement FRN,
7.20 Radioactive gency 9 NSTS, AS [This should remain an NRC mandate. NSTS Letter 03/06/2017 |ML17068A162
) Management State
Materials Agenc Q1
Section gency
Charles G Based on the history of known events, there is no evidence that safety or security would
) ; lllinois be favorably impacted by this change. We would point to the 2014 Radiation Source
Vinson, Head, Emergenc Agreement FRN Protection and Security Task Force Report that indicated they were not aware of an
721 | Radioactive gency | Ag o > v jask h port . y Y SA Letter  |03/06/2017|ML17068A162
Materials Management State Security, Q1 [specific threats that would justify a change in security measures. However, current
Section Agency intelligence regarding evolving threats must always be considered when making these
decisions.
Charles G. llinois Again, you may want to consider only including 'portable’ Category 3 sources in this
Vinson, Head, Emergenc Agreement ERN effort. Most of the noteworthy devices in this group are somewhat portable. NRC should
7.22 Radioactive gency 9 . also require a 2-lock rule for all portable devices. Many licensees implement this SA Letter 03/06/2017 |ML17068A162
) Management State Security, Q1 o )
Materials Agenc procedurally, but it is not required. Non-portable Category 3 sources are usually fixed to a
Section gency structure and unlikely to be stolen from a licensee without personnel noticing the theft.
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Secondly, if bundling of Category 3 sources into a Category 2 configuration is the primary
Charles G. . concern, NRC may again want to consider focusing on the prelicensing and licensing
) lllinois f )
Vinson, Head, Emergenc Agreement ERN procedures for all licenses that potentially could aggregate Category 3 sources before
7.23 Radioactive gency 9 . millions of dollars in administrative and physical protective measures are spent by both SA Letter 03/06/2017 |ML17068A162
) Management State Security, Q1 |. ) . .
Materials Adenc industry for implementation and regulatory agencies for enforcement of such a rule. It
Section gency appears that it will be more efficient to catch these problems during the initial licensing
process rather than burying industry with more regulations.
Charles G. . . . )
) lllinois If this measure moves forward, the Agency believes that Category 3 sources will have to
Vinson, Head, Emergenc Agreement FRN be specifically licensed especially to address situations involving collocation. The upside
724 | Radioactive gency | Ag e (pese y especialy volving jon. 1he up GLDs Letter  |03/06/2017|ML17068A162
Materials Management State Security, Q2 [is many of the general licensees involved also have specific licenses which will ease the
) Agency transition.
Section
Charles G. llinois At a national level, NRC will have to consider the impact this will have on manufacturers
Vinson, Head, Emergenc Agreement ERN for distributing product as well as the administrative burden for States/NRC to amend
7.25 Radioactive gency 9 . regulations and multiple sealed source and device evaluations. Devices currently in use GLDs Letter 03/06/2017 |ML17068A162
. Management State Security, Q2 | . e - ) .
Materials Adenc will have to be reissued under specific licenses and all labels on existing devices will
Section gency have to be changed. Additional training for these licensees may also be warranted.
Charles G. . . . . )
) lllinois As a final comment, Agreement States are very interested in the mechanism that will be
Vinson, Head, Emergenc Agreement used to implement oversight of Category 3 sources if it is deemed necessa
726 | Radioactive gency | Ad General nplement oversig gory essary. GLDs Letter  |03/06/2017|ML17068A162
Materials Management State Rulemaking is obviously the preferred method over orders or legally binding
) Agency amendments.
Section
David Crowley, | North Carolina North Carolina opposes the expansion of the National Source Tracking System (NSTS)
Manager, Department of Agreement to include Category 3 quantities of radioactive material. North Carolina believes that such
8.01 Radioactive Health and 9 General |a move will only marginally increase the safety and security of these quantities of NSTS Letter 03/06/2017 |ML17068A161
. State h . P ’ h L
Materials Human radioactive material, if any at all, while adding a significant regulatory burden and cost to
Branch Services the Nuclear Regulatory Commission (NRC), Agreement States, and licensed entities.
David Crowley, | North Carolina The 2015 undercover operation conducted by the U.S. Government Accounting Office
Manager, Department of Agreement (GAO) did not reveal a systemic failure in the current regulatory environment. Rather, it
8.02 | Radioactive | Healthand | "9 General . . ¥ ) irrent regutatory N ; SA Letter  |03/06/2017|ML17068A161
) State pointed out the importance of following current licensing practices for the issuance of
Materials Human . ) . )
. new radioactive materials licenses.
Branch Services
David Crowley, | North Carolina
Manager, Department of Agreement The addition of Category 3 quantities of radioactive materials to the NSTS would not
8.03 Radioactive Health and gState General |have prevented the GAO from acquiring that radioactive materials license under the NSTS Letter 03/06/2017 |ML17068A161
Materials Human circumstances that occurred in that Agreement State.
Branch Services
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The argument that the GAO did procure that license, modified it, placed orders for
David Crowley, | North Carolina radlogctlve matell'lalland could hz‘ave_ aggregated that ‘mater_lal into a Category 2 or more
quantity of material is an unconvincing argument for including Category 3 quantities of
Manager, Department of Agreement radioactive material in NSTS. By that reasoning, someone with malevolent intent and
8.04 Radioactive Health and 9 General ) . ) -BY 9. ) NSTS Letter 03/06/2017 |ML17068A161
. State strong financial backing could procure the number of exempt sources to achieve the
Materials Human ) L . .
. same end-result while remaining completely undetected. Although this example is
Branch Services . ) . .
extreme, it appears to apply the same reasoning leading to the recommendation to
include Category 3 quantities of radioactive materials into NSTS.
David Crowley, | North Carolina In adqltlon, given that there are devices contalnlng Category 3 quantlt!es of_radloactlve
materials that can be possessed under a general license, North Carolina fails to see how
Manager, Department of Agreement expanding NSTS would improve overall safety and security without a correspondin
8.05 | Radioactive | Healthand | "9 General |SPanding Jic Jmp arety y . sponding GLDs Letter  |03/06/2017 |ML17068A161
Materials Human State fundamental change in the regulatory environment. It seems more imperative that we
. dissolve the general license program and only allow the possession of radioactive
Branch Services . e . )
material under the specific license program or exempt it from regulation.
David Crowley, | North Carolina While North Carolina can add additional checks and administrative measures for tracking
Manager, Department of Agreement Category 3 sources, it is unclear if this additional effort will provide any real added
8.06 | Radioactive | Healthand | "9 General gory © sources, 1S . . P any NSTS Letter  [03/06/2017|ML17068A161
. State security benefit, though it would clearly add immediate burdens to licensees and
Materials Human
. regulators.
Branch Services
David Crowley, | North Carolina North Caroll'na feels strgngly th'at a sggunty rlsk' benefit analysis be conducted based
upon operational experience with existing practices for the control of Category 1 and
Manager, Department of Agreement Category 2 quantities of radioactive materials prior to moving forward with new
8.07 | Radioactive | Healthand | "9 General gory 2 g . > P g forwa W NSTS Letter  [03/06/2017|ML17068A161
Materials Human State regulations or regulatory expectations regarding Category 3 quantities of radioactive
. materials and NSTS. This analysis should cite specific events that show how NSTS and
Branch Services ) Lo K )
other tracking tools prevented the wrong individuals from accessing materials.
. ’ In addition, a study to show how this regulation would have directly benefited the
David Crowley, | North Carolina X X Y .
Country’s Cat 3 licensed community in past real world (not GAO) scenarios. A well-
Manager, Department of Agreement funded and organized terrorist group could easily meet all the licensing criteria and still
8.08 | Radioactive | Healthand 9 General . 9 group v ! 9 SA Letter  |03/06/2017|ML17068A161
) State receive materials legally, even with imposed additional constraints, and chances are they
Materials Human . . - e
. would apply directly for the Category 1 or 2 sources instead of ordering suspiciously large
Branch Services
amounts of Category 3 sources.
. . No. There is no evidence that in the current terrorist threat environment that the
David Crowley, | North Carolina P . )
distribution of these sources is not already well controlled. The current regulations have
Manager, Department of Agreement FRN been, and in North Carolina’s experience, are, adequate to assure that these transfers
8.09 Radioactive Health and 9 ’ ’ ) p o q B SA Letter 03/06/2017 |ML17068A161
) State General, Q1 |occur safely. Eventually, if the technology and resources can accommodate this without
Materials Human A . L . ) . .
. any extra burden, then it might be worthwhile, but at this time, it seems like very little gain
Branch Services
for a lot of extra effort.
David Crowley, | North Carolina North Carolina is not aware of a security or safety problem with current Category 3
Manager, Department of Agreement FRN quantity radioactive source transfer practices and we do not believe that requiring license
8.10 Radioactive Health and 9 ’ verification through LVS or the Agreement States’ regulatory authorities would result in LVS Letter 03/06/2017 |ML17068A161
) State General, Q2 ) . . )
Materials Human any improvement in safety or security. The increased costs to the Agreement States to
Branch Services administer this program does not appear to be cost justified.
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David Crowley, | North Carolina
Manager, Department of
811 | Radioactive | Healthand | A9reement FRN, " IVes. LVS Letter  |03/06/2017|ML17068A161
) State General, Q3
Materials Human
Branch Services
David Crowley, | North Carolina
Manager, Department of Adreement ERN The NRC should perform an analysis of the cost benefit of any new rules and the security
8.12 Radioactive Health and 9 ’ benefit based on the present threat environment and allow for public discussion of this SA Letter 03/06/2017 |ML17068A161
) State General, Q4 ) ) " .
Materials Human analysis before creating any additional requirements.
Branch Services
Daairggogley, gzggr?n?;zlt":; North Carolina does not believe that Category 3 quantity sources should be included in
8.13 Radioactive Health and Agreement FRN, the NSTS. This will be a burden on' licensees and the State, and adds' noth|ng NSTS Letter 03/06/2017 |ML17068A161
Materials Human State NSTS, Q1 |augmenting source safety or security. Inspectors regularly check that inventories are
. within the limitations as issued on a license and rarely is anything in disagreement.
Branch Services
David Crowley, | North Carolina
Manager, Department of
814 | Radioactive | Healthand | A9reement FRN.  |No. NSTS Letter  |03/06/2017|ML17068A161
) State NSTS, Q2
Materials Human
Branch Services
David Crowley, | North Carolina No. The existing reporting requirements for the transfer and accounting of Category 1
Manager, Department of Agreement FRN and 2 quantities of radioactive materials currently in 10 CFR Part 37 are sufficient, and
8.15 Radioactive Health and 9 ; adding additional reporting requirements for NSTS will not increase the level of safety or NSTS Letter 03/06/2017 |ML17068A161
) State NSTS, Q3 ; h ) . )
Materials Human security for these sources while adding significantly to the regulatory burden on licensees
Branch Services and the State.
David Crowley, | North Carolina
Manager, Department of
816 | Radioactive | Healthand | A9reement FRN.  Ino. NSTS Letter  |03/06/2017|ML17068A161
) State NSTS, Q4
Materials Human
Branch Services
. . A realistic assessment of the value-added, or lack thereof, for this action in relation to the
David Crowley, | North Carolina N . ",
costs of administering this additional program element needs to be performed and made
Manager, Department of Agreement FRN available to all relevant stakeholders for discussion. Also, the issue is less of inventories
8.17 Radloaptlve Health and State NSTS, Q5 |limits and accountability of sources, but rather the validation of the licenses. North NSTS Letter 03/06/2017|ML17068A161
Materials Human . . - ) . s
Branch Services Carolina feels the emphasis for any future security risk benefit studies should prioritize
LVS efforts over NSTS at this time.
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The entire purpose of NSTS is that it is a national database. It is more efficient and cost-
David Crowley, | North Carolina effective to have the NRC continue in its current role as the single point of contact
Manager, Department of Agreement FRN, maintaining this database. Deferring this responsibility to the Agreement States will result
8.18 Radioactive Health and State NSTS, AS |[in significant costs to the Agreement States with a corresponding decrease in data NSTS Letter 03/06/2017 |ML17068A 161
Materials Human Q1 reliability, data security, and availability. Also, North Carolina respectfully reminds the
Branch Services NRC that this initiative is the NRCs initiative, not that of the Agreement States. The
costs, therefore, are the NRC's to bear.
David Crowley, | North Carolina
Manager, Department of
819 | Radioactve | Healthand | AGreement | FRN, |\ SA Letter  |03/06/2017 |ML17068A161
. State Security, Q1
Materials Human
Branch Services
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David Crowiey, | North Carolina Yes — with the additional opinion that North Carolina feels that the possession and use of
Manager, Department of Agreement FRN radioactive material should be regulated under either the specific licensing program or
820 | Radioactive | Healthand | "9 o . gutaed un P g program GLDs Letter  [03/06/2017 |ML17068A161
) State Security, Q2 |exempt from regulation. The general licensing program, as currently administered, is
Materials Human . )
. costly and yields few net benefits.
Branch Services
Scott J The GAO final report, entitled “Nuclear Security: NRC Has Enhanced the Controls of
: ; VEGA Dangerous Radioactive Materials, but Vulnerabilities Remain” offers three
Winters, Americas, Inc.- recommendations. Only one of the three recommendations is directly related to the
9.01 Rgilfe;t:on Nuclear Industrial General actual findings of both the 2007 and 2015 GAO investigations, in which, the common SA Letter 03/06/2017|ML17153A198
s eciaI)i/st Services denominator of risk was due to federal and state agencies failing to properly review
P license applicants.
Scott J. VEGA Before addressing the questions pertaining to the solicitation of comments listed in 7590-
Winters, Americas. Inc.- 01-P, it is important to highlight the 2015 Nuclear Material Events Database (NMED)
9.02 Radiation Nucle’ar ’ Industrial General |Annual Report published by Idaho National Laboratory (INL/LTD-16-37644). The report SA Letter 03/06/2017 |ML17153A198
Safety . provides valuable data over the past decade regarding the number of reported events
L Services . :
Specialist with respect to each security category.
The following chart represents data that was extrapolated from Page 6, Table 2, entitled,
“Number of Sources Lost/Abandoned/Stolen (LAS) and Sources Not Recovered (NR) —
Excluding Irretrievable Well Logging Sources”:
Sources Reported LAS vs. Not Recovered by Category (2006-2015)
. 2560
S(_:ott J. VEGA ‘
Winters, Americas, Inc.- g 370,
9.03 Radiation LT Industrial General 3 SA Letter 03/06/2017 |ML17153A198
Nuclear E1sw
Safety . ¥
P Services 3 ) Lost/avand fstcen
Specialist §io Soutces ot Recnered
500 'wm T
20 8 34 3 9 a B
G G2 o3 Gra GLS  <GLS UK Nuie Notcuged
Liacthity  inkpp.C
Catogorias
Chart-A
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There were at least 4,155 reported lost, abandoned or stolen (LAS) sources between
2006 and 2015. The following spreadsheet illustrates the percentage of data
categorically:
Category #0of LAS  Percentage
1 2 0.05%
2 48 1.16%
3 34 0.82%
VSV(l:r?tt;l:Js VEGA 4 554 13.33%
, : R o
9.04 Radiation |AM€M¢3S: NG~ 1 ystrial | General S 865 2082% SA Letter  [03/06/2017|ML17153A198
Nuclear <5 9 0.22%
Safety .
Specialist Services
Unknown nuclide
& activity 83 2.0%
Not included
in App. C 2,560 61.61%
Total reported 4,155
There were 4,072 sources of known nuclide and activity, which accounted for 98% of the
Scott J. total LAS of 4,155 over the ten consecutive years reported. There was 41% more
: VEGA
Winters, Americas. Inc.- category 2 sources reported LAS compared to category 3 sources over the same
9.05 Radiation Nucleér ) Industrial General |decade. Grouping categories 1, 2 and 3 together only accounted for 2% of the total SA Letter 03/06/2017|ML17153A198
Safety Services number of reported LAS sources. Ironically, category 3 represented only 1.3%, but
Specialist categories 4, 5 and <5 accounted for 35%. The remaining 63% were nuclides that are
not listed in Appendix C.
Scott J. VEGA
Winters, Americas. Inc.- It is highly probable that there would not be a distinguishable reduction in the number of
9.06 Radiation Nucleér ’ Industrial General |reported LAS sources as a result of increasing security of category 3 to that of category 1 SA Letter 03/06/2017|ML17153A198
Safety . and 2.
o Services
Specialist
S(.:Ott J- VEGA The following comments are offered from the perspective of a manufacturer who
Winters, Americas, Inc.- distributes fixed nuclear gauging devices within the United States, consultation and
9.07 Radiation T Industrial General |; . . gauging ; o SA Letter 03/06/2017 |ML17153A198
Safet Nuclear instruction to licensees thereof. Applicable comments correspond with the order that the
X y Services questions were presented by the Working Group:
Specialist
Scott J. Comment: VEGA has not detected any attempt by a purchaser to misrepresent, alter or
: VEGA - . P N ;
Winters, Americas. Inc.- FRN fictitiously submit a specific license for purchase or distribution of a nuclear device.
9.08 Radiation LT Industrial ’ Implementing the online features of the LVS system for all devices, regardless of nuclide LVS Letter 03/06/2017|ML17153A198
Nuclear General, Q2 . f . . . . S
Safety . or quantity would most likely increase the integrity of the license validation process and
S Services ) . .
Specialist confirm regulatory endorsements in real-time.
S(.:O“ J- VEGA Comment: Offering exemptions based on the transfer purpose or the activity of any given
Winters, Americas, Inc.- FRN shipment will be subject to interpretation and execution that may not coincide with the
9.09 Radiation M7 ndustrial : pm © SUbJect 1o Imerpre y LVS Letter  |03/06/2017|ML17153A198
Safet Nuclear General, Q3 [receiving party’s reporting criteria if based on aggregate quantities and/or type of re-
ety Services distribution.
Specialist
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Scott J. VEGA
Winters, Americas. Inc.- FRN Comment: To be effective and consistent, this would need to address the loss of security
9.10 Radiation T Industrial ’ controls associated with nuclear gauging devices distributed under a general license for LVS Letter 03/06/2017 |ML17153A198
Nuclear General, Q4 . . h P
Safety . domestic or international distribution.
L Services
Specialist
S(_:ott J- VEGA Comment: NMED data over the last decade suggest that category 2 sources are
Winters, Americas, Inc.- FRN currently at the same risk as category 3 sources for being reported lost, abandoned or
9.1 Radiation * "1 Industrial ’ ya gory 9 rep » aba SA Letter  |03/06/2017 |ML17153A198
Safet Nuclear NSTS, Q4 |stolen. This would suggest that security and safety measures would not be increased by
) y Services virtue of merging category 3 sources under NSTS.
Specialist
Scott J. VEGA
Winters, Americas. Inc.- FRN Comment: To be effective and consistent, this would need to address the loss of security
9.12 Radiation T Industrial ) controls associated with nuclear gauging devices distributed under a general license for SA Letter 03/06/2017 |ML17153A198
Nuclear NSTS, Q5 . . . B
Safety . domestic and international distribution.
o Services
Specialist
913 Radiation Americas, Inc.- Industrial FRN, Comment: We would have to S|gn-gp multiple employees to have online access to LVS Letter 03/06/2017 |ML17153A198
Nuclear LVS, Q1 [accommodate the volume of potential orders.
Safety .
o Services
Specialist
S(':ott J. VEGA
Winters, Americas, Inc.- FRN
9.14 Radiation Nucle’ar ’ Industrial LVS C:)2 Comment: Potentially one-hundred sources transferred to or from our facility each month. LVS Letter 03/06/2017 |ML17153A198
Saf_et)_/ Services
Specialist
Scott J. VEGA
Winters, Americas. Inc.- FRN Comment: No. The data may not offer any additional value as manufacturers and
9.15 Radiation Nucleér ) Industrial LVS C’B distributors already keep and provide detailed records internally and to the appropriate LvS Letter 03/06/2017 |ML17153A198
Safety . ’ agency having jurisdiction.
o Services
Specialist
Comment: No. The attempt to implement the additional security requirements for existing
category 3 sources used in fixed gauges has proven to be excessive and oftentimes
misinterpreted by agencies and inspectors. Adding the same security requirements for
category 3 (both generally licensed and specifically licensed gauges), would have an
Scott J. h )
. VEGA enormous impact that could never be fully implemented or enforced based on the
Winters, Americas, Inc.- FRN applications and industries that would be affected. It is more likely that the attempt to
9.16 Radiation * "% Industrial N PP o ! . - y that the atlempt 1o - SA Letter  |03/06/2017 |ML17153A198
Safet Nuclear Security, Q1 [conform to the additional requirements will actually increase the security risk because it
) y Services will expand awareness by ancillary observers and social exchanges. Trying to create
Specialist ; . ” . L
physical and electronic controls, plus additional vetting and training for employees,
contractors and local emergency responders will influence product cost and taxpayers.
Also, the inherent cost with compliance will affect the overall marketability of devices that
are critical to many process operations.
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Scott J. VEGA
Winters, Americas. Inc.- FRN Comment: Yes. The limiting of quantities associated with generally licensed items is
9.17 Radiation Nucle’ar ’ Industrial Security’ Q2 arguably a much greater need and has been a significant security and safety risk that GLDs Letter 03/06/2017 |ML17153A198
Safety . ! supersedes entertaining increased controls for category 3.
L Services
Specialist
Carmine M.
Plott, Chair,
NC Radiation | North Carolina
Protection | Department of Agreement The Radiation Protection Commission has been monitoring and assessing the proposal
10.01 Commission Health and State General [and agrees with the North Carolina Agreement State and the Nuclear Energy Institute NSTS Letter 03/08/2017|ML17074A220
Human with regard to this issue.
Wayne R. Services
Thomann, Vice:
Chair
Carmine M.
Plott, Chair,
NC Radiation | North Carolina
Protection Department of Agreement We oppose the expanded regulation of these sources as such changes would add
10.02 Commission Health and State General |significant burden to our regulated community with no significant benefit to the public we NSTS Letter 03/08/2017 |ML17074A220
Human serve.
Wayne R. Services
Thomann, Vice:
Chair
| attended the 03/02/2017 webinar on this subject and brought up a concern when
Greg Schrad Gilberton FRN possible security changes were talked about. We use our Cat 3 sources in permanently
11.01 L Power Industrial . mounted level indicators and we have not changed them in 20 years and do not plan on SA Email 03/09/2017|ML17074A283
Plant Engineer Security, Q2 ) . . .
Company moving them for another 20 years. The level is continuously monitored remotely. We
meet all the requirements for a general license with Cat 3 sources.
| have read 10CFR37, specifically on physical security of Cat 2 sources. If the security
Greg Schrad Gilberton ERN requirements for Cat 3 sources change and we have to meet Cat 2 security
11.02 Lo Power Industrial L requirements, the changes we would have to make would be substantial and cause a SA Email 03/09/2017 |ML17074A283
Plant Engineer Security, Q1 ) ! . R
Company burden financially and physically. | would assume that most companies in similar source
use situations would have the same problems.
11.03 Greg Schrad, ng:,rgn Industrial FRN, | dolnot see an issue with the change in reporting, it might bind the system up for a while, NSTS Email 03/09/2017 |ML17074A283
Plant Engineer NSTS, Q1 [but it can happen.
Company
Greg Schrad Gilberton ERN The security plans, initial training, continuing training, alarmed access, and new security
11.04 L Power Industrial s zones (as | read with category 2) will add a lot. We also don’t currently have a good SA Email 03/09/2017|ML17074A283
Plant Engineer Security, Q1 .
Company replacement for our detectors if we had to change them to a non-nuclear detector.
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. Low-Level
Disused | 2 dioactive FRN
12.01 Sources NGO ’ No Comment. SA Letter 03/09/2017 |ML17074A285
X Waste Forum, General, Q1
Working Group Inc
Disused RLSJ.VoLaifﬁL FRN
12.02 Sources NGO ’ No Comment. SA Letter 03/09/2017 |ML17074A285
X Waste Forum, General, Q2
Working Group Inc
Disused RLSJ.VoLaifﬁL FRN
12.03 Sources NGO ’ No Comment. LvVS Letter 03/09/2017 |ML17074A285
X Waste Forum, General, Q3
Working Group Inc
Disused F\I’_z;)(\il\llol;i\tll\e;le FRN
12.04 Sources NGO ’ No Comment. LvS Letter 03/09/2017 |ML17074A285
X Waste Forum, General, Q4
Working Group
Inc.
Several stakeholders have considered the issue and recommended the strengthening of
regulations for higher activity devices and/or tracking of Category 3 sources including the
OAS* and NRC staff**.
*OAS Petition for Rulemaking Regarding 10 CFR 31.5 and 31.6; Comment on Draft
Proposed Rule 10 CFR Parts 30, 31, 32 and 150. The purpose of this petition is to
strengthen the regulation of radioactive materials by requiring an SL for higher-activity
devices that are currently available under the GL in 10 CFR 31.5.
) Low-Level **In 2008, NRC staff proposed to amend NRC regulations to expand the NSTS to include
Disused Radioactive FRN Category 3 sources including fixed industrial gauges (e.g., level gauges, conveyor
12.05 Sources NGO ’ gory S 9 gauges (€.g., gauges, conveyor NSTS Letter  |03/09/2017 |ML17074A285
- Waste Forum, NSTS, Q1 |gauges, thickness gauges, blast furnace gauges, dredger gauges, and pipe gauges);
Working Group ) s ) T .
Inc. well-logging devices; medium and low-dose-range brachytherapy devices; and certain

radiography devices. Staff also recommended inclusion in the NSTS of “sources below
the Category 3 threshold, but greater than or equal to a 10th of the Category 3 threshold,”
base on “...the nature of the sources at 1/10 of Category 3, their potential to aggregate to
Category 2, and the costs to the licensed industry and the NRC.” 71 Federal Register
19,749 (April 11, 2008). On June 30, 2009, by a 2-2 vote, NRC announced that the
Commission “was unable to reach a decision on the staff's recommendation to issue a
final rule expanding the number and type of radioactive sources” covered under the
NSTS. Press Release 09-121 titled, “NRC Commission Split 2-2 on Expansion of
National Radioactive Source Tracking System,” NRC, June 30, 2009.
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12.06

Disused
Sources
Working Group

Low-Level
Radioactive
Waste Forum,
Inc.

NGO

FRN,
NSTS, Q1

In 2015, the DSWG and CRCPD’s E-34 Committee asked state radiation control
program directors to complete a survey on the management and disposition of disused
sources. The survey included a question as to whether or not all Category 3 sources
should in principle be tracked by NRC. 63% of the respondents ranked this item as a
high- or medium-priority.* In response to a specific question as to whether NRC should
expand the NSTS to track Category 3 sources, 58% of respondents marked this item as
a high- or medium-priority.**

*Responses to Question 45, DSWG and CRCPD E-34 Committee Joint Survey of
Radiation Control Program Directors, May 2015. Forty-two state radiation control
program directors responded representing 38 individual states.

**Responses to Question 48, DSWG and CRCPD E-34 Committee Joint Survey of
Radiation Control Program Directors, May 2015.

NSTS

Letter

03/09/2017

ML17074A285

12.07

Disused
Sources
Working Group

Low-Level
Radioactive
Waste Forum,
Inc.

NGO

FRN,
NSTS, Q1

Over the past decade, the U.S. Government Accountability Office (GAO) has undertaken
two covert vulnerability-testing efforts that revealed weaknesses in NRC and Agreement
State licensing programs.* Out of five attempts, GAO was twice able to obtain licenses
and then alter them to obtain agreements to purchase devices containing, in aggregate,
dangerous quantities of radioactive materials. These may be isolated instances and the
DSWG recognizes that NRC and Agreement States have taken significant steps to help
ensure that radioactive materials licenses are granted only to legitimate organizations
and that licensees can only obtain such materials in quantities allowed by their licenses.

*GAO has completed audits of the security aspects of NRC and Agreement State
licensing processes that raised concerns about the relative ease with which lower activity
sources can be purchased and potentially aggregated to higher activity levels. See
Testimony Before the Permanent Subcommittee on Investigations, Committee on
Homeland Security and Governmental Affairs, U.S. Senate, “Nuclear Security: Actions
Taken by NRC to Strengthen lts Licensing Process for Sealed Radioactive Sources Are
Not Effective,” GAO Report 07-1038T, July 12, 2007; Report to the Permanent
Subcommittee on Investigations, Committee on Homeland Security and Governmental
Affairs, U.S. Senate, “Nuclear Security: NRC and DHS Need to Take Additional Steps to
Better Track and Detect Radioactive Materials,” GAO Report 08-598, June 2008; and,
Report to the Committee on Homeland Security, U.S. House of Representatives,
“Nuclear Security: NRC Has Enhanced the Controls of Dangerous Radioactive Materials,
but Vulnerabilities Remain,” GAO Report 16-330, July 2016.

NSTS

Letter

03/09/2017

ML17074A285

12.08

Disused
Sources
Working Group

Low-Level
Radioactive
Waste Forum,
Inc.

NGO

FRN,
NSTS, Q1

Nonetheless, the DSWG believes that the overall fail rate experienced in the GAO
vulnerability-testing efforts is cause for the collective attention by all stakeholders and
encourages NRC and the Agreement States to continue their joint effort to address the
issues identified in the GAO reports and work to achieve improvements in the system,
where appropriate.

NSTS

Letter

03/09/2017

ML17074A285

12.09

Disused
Sources

Working Group

Low-Level
Radioactive
Waste Forum,
Inc.

NGO

FRN,
NSTS, Q1

Since Category 3 sources are not currently tracked, regulators face challenges when
performing oversight. These challenges, as well as the mobility of some of these
sources, may provide an opportunity for loss or theft as determined by a prior NRC
Agreement State Working Group.

NSTS

Letter

03/09/2017

ML17074A285
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The DSWG agrees with the above-identified stakeholder recommendations and
. Low-Level ) . K
Disused Radioactive FRN generally supports the inclusion of Category 3 sources in the NSTS, but encourages
12.10 Sources NGO ’ NRC to work with OAS and CRCPD to first address the states’ concerns about existing NSTS Letter 03/09/2017|ML17074A285
X Waste Forum, NSTS, Q1 . R
Working Group Inc problems and needed improvements to the database. (See below response to Question
) 5.)
Disused Low-Level
1211 Sources Radioactive NGO FRN, The DSWG encourages thg N'RC to work with the states via CRCPD and OAS to NSTS Letter 03/09/2017 |ML17074A285
. Waste Forum, NSTS, Q2 |determine the number of existing Category 3 sources.
Working Group Inc
’ Low-Level The DSWG further recommends that NRC work with CRCPD, OAS and HPS to gather
Disused Radioactive FRN information about the potential burdens and costs of imposing the same reportin
12.12 Sources NGO ; . P posing porting NSTS Letter  |03/09/2017 |ML17074A285
. Waste Forum, NSTS, Q2 |requirements for Category 3 sources that are currently required for Category 1 and 2
Working Group
Inc. sources.
Low-Level Although the DSWG does not believe that added workload and costs should be used as
Disused Radioactive FRN the primary basis for excluding Category 3 sources in the NSTS, the DSWG encourages
1213 Sources NGO ; the NRC to take these factors into consideration and to work with affected stakeholders NSTS Letter 03/09/2017|ML17074A285
- Waste Forum, NSTS, Q2 . - e
Working Group Inc to develop a manageable and efficient reporting system to address critical
) improvements.
The DSWG supports the consideration of requiring source transfers to be reported prior
. Low-Level . . . i .
Disused Radioactive FRN to, or on the same day as, the source shipment date. Since NRC requires the information
12.14 Sources NGO ) to be reported anyway, requiring reporting prior to, or on the same day, as the shipment NSTS Letter 03/09/2017 |ML17074A285
X Waste Forum, NSTS, Q3 o . .
Working Group Inc should not create a significant burden and should improve efficiency and help to
) eliminate existing vulnerabilities associated with post-transfer tracking.
Disused I?I_::i/:;):?:\t/i\elle FRN In this regard, the DSWG notes that it is standard industry practice to complete waste
12.15 Sources NGO ; manifest, export and import authorization and other paperwork before radioactive NSTS Letter 03/09/2017 |ML17074A285
- Waste Forum, NSTS, Q3 ) )
Working Group Inc materials and waste are shipped.
The DSWG believes that the inclusion of Category 3 sources in the NSTS would provide
. Low-Level o . ) . . .
Disused Radioactive FRN a corresponding increase in safety and/or security. Although it may be difficult to quantify
12.16 Sources NGO ’ the amount or degree of increased safety and security, existing vulnerabilities have been NSTS Letter 03/09/2017|ML17074A285
- Waste Forum, NSTS, Q4 |. o . - : PP -
Working Group Inc identified via the GAO vulnerability-testing efforts and specific instances of excessive
) aggregation and non-compliance.
. Low-Level For instance, according to presentations at industry meetings, over 10,000 disused
Disused Radioactive FRN sources were collected and indefinitely stored at a waste broker’s facility in Texas
1217 Sources NGO ’ ; . Y . y : SA Letter 03/09/2017|ML17074A285
. Waste Forum, NSTS, Q4 [Recent inspections by state regulators reportedly determined that over 10% of the stored
Working Group )
Inc. sources were leaking.
In January 2012, the lllinois Emergency Management Agency (IEMA) denied a
. Low-Level ) . - o .
Disused Radioactive FRN radioactive waste broker application to renew its license due to continued
12.18 Sources Waste Forum NGO NSTS ’Q4 noncompliance. The company failed to make sufficient progress in decommissioning NSTS Letter 03/09/2017 |ML17074A285
Working Group Inc ’ ’ their facility. In April 2013, IEMA seized their financial assurance instrument, thereafter
) completing decommissioning activities in the summer of 2014.
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In another instance, a waste processor in the State of Washington accumulated legacy
radioactive waste, without being required to fund the total cost for end-of-life
management of the unsealed and sealed sources. Over time, the volume of legacy waste
grew and the company could not adequately fund proper financial assurance for
. Low-Level packaging, shipping and disposal. The company continued to request authorization to
Disused Radioactive FRN store more waste in order to generate sufficient funds to cover normal day-to-da
12.19 Sources NGO : 9 n ‘ay-to-cay NSTS Letter  |03/09/2017 |ML17074A285
. Waste Forum, NSTS, Q4 [expenses. Eventually, the state stopped authorizing acceptance of additional radiative
Working Group - : : " .
Inc. material unless the company started addressing the disposition of the waste material
being stored on site. In the end, the company declared bankruptcy and another waste
processing company purchased the bankrupt facility, posted adequate financial
assurance, and worked with the state to establish a timetable for removal of all legacy
waste.
These instances provide support for the increases in safety and security that may be
achieved by including Category 3 sources in the NSTS. The DSWG cautions, however,
’ Low-Level that tracking of Category 3 sources in the NSTS is only one component. In order to
Disused Radioactive FRN meaningfully reduce existing vulnerabilities, NRC and the Agreement States need to
12.20 Sources NGO PO gty g vu Hes, N g . NSTS Letter  |03/09/2017 |ML17074A285
. Waste Forum, NSTS, Q4 |impose systems to regularly review the information and use it to address potential
Working Group ) - : ; )
Inc. concerns — i.e., the continued storage of disused sources that have no potential benefit,
the aggregation of risk-significant quantities of radioactive materials and the importance
of regulatory compliance by licensees.
Disused Low-Level Some states have expressed concern that the National Source Tracking System (NSTS)
1221 Sources Radioactive NGO FRN, and Web-Bgseq Licensing (WBL) do not communicate with or?e anothgr a.nd therefore CredaSysArc Letter 03/09/2017 |ML17074A285
. Waste Forum, NSTS, Q5 [require duplicative efforts to enter and/or search for the same information in each
Working Group
Inc. system.
. Low-Level ) . .
Disused Radioactive FRN State databases may have fields that are different than those in the federal databases
12.22 Sources NGO ; and are not interconnected, which again requires duplicative efforts and can therefore be | Cred&SysArc Letter 03/09/2017 |ML17074A285
- Waste Forum, NSTS, Q5 ; )
Working Group Inc costly and time-consuming to complete.
Disused Low-Level
1293 Sources Radioactive NGO FRN, Only a har?dfull of states use WBL and there is a significant backlog of states waiting to WBL Letter 03/09/2017 |ML17074A285
. Waste Forum, NSTS, Q5 |get authorization to use the system.
Working Group Inc
. Low-Level . . . .
Disused Radioactive FRN NRC should make it a priority to work with states to address the above issues and should
12.24 Sources NGO ’ evaluate potential opportunities to expand the use of WBL in an effort to increase WBL Letter 03/09/2017|ML17074A285
: Waste Forum, NSTS, Q5 - .
Working Group Inc regulatory efficiency and consistency.
Disused RL;)J.VOTCEECL FRN
12.25 Sources NGO i No Comment. LVS Letter 03/09/2017 |ML17074A285
. Waste Forum, LVS, Q1
Working Group Inc
Disused Rl_:c\?llol;ec\tll\elle FRN
12.26 Sources NGO i No Comment. LVS Letter 03/09/2017 |ML17074A285
: Waste Forum, LVS, Q2
Working Group Inc
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. Low-Level
Disused | o dioactive FRN
12.27 Sources NGO . No Comment. LVS Letter 03/09/2017|ML17074A285
X Waste Forum, LVS, Q3
Working Group Inc
Disused RLSJ.VoLaifﬁL FRN
12.28 Sources NGO i No Comment. LVS Letter 03/09/2017|ML17074A285
X Waste Forum, LVS, Q4
Working Group Inc
. Low-Level
Disused Radioactive FRN, NSTS
12.29 Sources NGO licensees, |No Comment. NSTS Letter 03/09/2017|ML17074A285
X Waste Forum,
Working Group Inc Q1
Disused F'{‘;’(;’IVO';‘Z‘{SL FRN, NSTS
12.30 Sources NGO licensees, |No Comment. NSTS Letter 03/09/2017|ML17074A285
X Waste Forum,
Working Group Q2
Inc.
The DSWG has been working with various stakeholders in an effort to get an accurate
and current accounting of Category 3 quantities of radioactive material. The responses
indicate that there are significant obstacles to compiling this information including
Disused Low-Level
12.31 Sources Radioactive NGO FRN, « aneed for clarity as Fo what !nformatlc‘m is being requested—i.e., an accounting of the LVS Letter 03/09/2017 |ML17074A285
Working Grou Waste Forum, LVS, AS Q1 [number of sources, devices or licensees;
9 p Inc. « alack of availability of data, since Category 3 sources are not currently included in the
NSTS and are not tracked by many, if not most, states; and,
« associated costs and time to gather the information, which often requires physical
review of license files manually.
Disused Low-Level The four states of Connecticut, lllinois, Pennsylvania and Washington recently provided
Radioactive FRN, information to the DSWG regarding the number of Category 3 licenses issued in their
12.32 Sgurces Waste Forum, NGO LVS, AS Q1 [individual states. (See Appendix 1.) The information indicates that the data varies LvS Letter 03/09/2017|ML17074A285
Working Group -
Inc. significantly from state-to-state.
The DSWG is concerned about the lack of an accurate and current accounting of
Category 3 quantities of radioactive material, as well as the difficulties and challenges
. Low-Level . . . o . .
Disused Radioactive FRN associated with gathering this information due to the lack of state and/or federal tracking
12.33 Sources Waste Forum NGO LVS AS: at databases. Accordingly, the DSWG encourages NRC to work with the states via the LVS Letter 03/09/2017 |ML17074A285
Working Group ’ ’ OAS and CRCPD to identify issues associated with collection of the information and to
Inc. ) - . .
work toward implementing a tracking system that that does not impose undue burdens or
have unintended consequences.
. Low-Level
Disused | o dioactive FRN
12.34 Sources NGO ) No Comment. LVS Letter 03/09/2017|ML17074A285
X Waste Forum, LVS, AS Q2
Working Group Inc
Disused F\I’_a(\)(\il\llol;i\tll\e;le FRN
12.35 Sources NGO ) No Comment. LVS Letter 03/09/2017|ML17074A285
X Waste Forum, LVS, AS Q3
Working Group Inc
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. Low-Level
Disused | o dioactive FRN
12.36 Sources NGO ! No Comment. LvVS Letter 03/09/2017 |ML17074A285
X Waste Forum, LVS, AS Q4
Working Group Inc
Disused LOV\.I-LeV.el
12.37 Sources | adioactive ngo | TRN.NSTS, Iy, comment. NSTS Letter  |03/09/2017|ML17074A285
Working Group Waste Forum, AS Q1
Inc.
Certain higher activity Category 3 sources present significant risks and challenges, as
recognized by the American Federation of Scientists* and the GAO.** Under the current
system, some sources that are considered to be dangerous by the IAEA are not tracked
or licensed in a manner to address existing vulnerabilities.***
*Ensuring the Security of Radioactive Sources: National and Global Responsibilities,
Charles Ferguson, President of the Federation of American Scientists, 2012.
. Low-Level o . . . . . . .
Disused Radioactive ERN See Apper@x [ (Poter?tlal Eﬁects of‘a Radiological Dispersal Device with Ca_tegory 1,2
12.38 Sources NGO . and 3 Quantities of Radioactive Material), Report to the Permanent Subcommittee on SA Letter 03/09/2017 |ML17074A285
. Waste Forum, Security, Q1 o . - )
Working Group Inc Investigations, Committee on Homeland Security and Governmental Affairs, U.S.
: Senate, “Nuclear Security: NRC and DHS Need to Take Additional Steps to Better Track
and Detect Radioactive Materials,” GAO Report 08-598, June 2008.
***AEA Code of Conduct and IAEA Safety Guide #RS-G-1.9 (Categorization of
Radioactive Sources) includes a system for categorizing radioactive sources based on
their potential to cause harm to people. The system categorizes sources into five
categories, Categories 1 through 5, with Category 1 being the greatest risk and Category
5 being the lowest risk. Categories 1, 2, and 3 are all classified as “dangerous” sources.
Additionally, the DSWG is concerned that some licensees are purchasing and using
devices just below the Category 2 threshold so as to avoid the increased reporting and
security requirements for Category 1 and 2 sources. Due to a lack of financial planning,
these sources often end up in long-term storage once they become disused, as noted by
the Radiation Source Protection and Security Task Force (RSPSTF).*
Disused I'\I’_;)(\i’\ilc-)l;i\tli\e;le ERN **The NRC should evaluate requiring licensees to review and document the reasons for
12.39 Sources NGO s storage of risk significant sources longer than 24 months and the feasibility of SA Letter 03/09/2017|ML17074A285
X Waste Forum, Security, Q1 L X . - . I
Working Group Inc establishing a maximum time limit on the long-term storage of risk-significant sources not
: in use.” As recommended in Action 7-1, 2006 Task Force, 2006 Task Force Report. “The
NRC incorporated this action into its evaluation for 2006 Recommendation 9-2 in
consultation with Federal and State partners. The evaluations will factor into the NRC’s
decision whether to pursue rulemaking and the public consultation process.” 2010 Task
Force, 2010 Task Force Report, p. 37, at http://www.nrc.gov/security/byproduct/2010-
task-force-report.pdf.
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Some of these sources, such as those used in the well logging industry, are mobile and
therefore subject to loss or theft. Additionally, the potential for aggregation of these
sources into risk significant quantities is a valid concern, as noted by the RSPSTF* and
National Academies of Sciences (NAS).**
*The 2010 Radiation Source Protection and Security Task Force Report recognizes that
Disused Low-Level Category 3 sources can be aggregated into a “risk significant quantity.” 2010 Task Force,
12.40 Sources Radioactive NGO FR_N, 2010 Task Force Report, p.9, http://www.nrc.gov/security/byproduct/2010-task-force- SA Letter 03/09/2017 |ML17074A285
. Waste Forum, Security, Q1 |report.pdf.
Working Group Inc
***Sources that fall into Category 3 and lower can be assembled into Category 2 or 1
quantities of radioactive material. Further, it may be the case that some radiation sources
near the upper threshold for Category 3 pose more serious risks than other sources that
fall near the lower threshold of Category 2 in scenarios other than those used to create
the source categorization system.” Radiation Source Use and Replacement, National
Research Council, National Academies of Sciences (NAS), page 43, note 1, 2008.
The 2015 survey by the DSWG and CRCPD’s E-34 Committee asked respondents
whether individual Category 3 sources, such as Am/Be sources used in well logging,
should be subject to greater security requirements. 74% of the respondents ranked this
item as a high- or medium-priority.* In response to a survey question at to whether
licensees who may possess several Category 3 sources exceeding the Category 2 level
. Low-Level . . ; .
Disused Radioactive ERN should be subject to greater security requirements, 74% of respondents also ranked their
12.41 Sources NGO . responses to this item as a high- or medium-priority.** SA Letter 03/09/2017|ML17074A285
- Waste Forum, Security, Q1
Working Group Inc
’ *Responses to Question 39, DSWG and CRCPD E-34 Committee Joint Survey of
Radiation Control Program Directors, May 2015.
**Responses to Question 40, DSWG and CRCPD E-34 Committee Joint Survey of
Radiation Control Program Directors, May 2015.
Based on the inherent risks, mobility and potential for aggregation of certain higher
activity Category 3 sources, the DSWG generally supports the expansion of physical
. Low-Level : f . ) . . p
Disused Radioactive ERN security requirements for Category 1 and 2 quantities of radioactive material to include
12.42 Sources Waste Forum NGO Securit ’ Q1 Category 3 quantities. Before implementing new regulatory requirements, however, the SA Letter 03/09/2017|ML17074A285
Working Group Inc ’ Y DSWG encourages NRC to work with affected stakeholders—including regulators (via
’ OAS and CRCPD), manufacturers, brokers and processors, and licensees (via HPS)—to
ensure a smooth transition and minimize any unintended consequences.
Disused Low-Level In order to possess a General License (GL) source, the user has only to file limited
12.43 Sources Radioactive NGO FR_N, reglstr‘atlon |nformat|on_ with the NRC or Agree_ment State after obtaining thg source. In GLDs Letter 03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 |many instances, there is no significant evaluation by a regulatory agency prior to or
Working Group . )
Inc. during the po on of a GL source.
In contrast, possession of a Specific License (SL) source requires the user to submit a
. Low-Level . - P R L
Disused Radioactive FRN license application and undergo a facility inspection in advance of obtaining the source.
12.44 Sources NGO . Additional requirements for SL sources include adherence to license conditions, periodic GLDs Letter 03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 e o -
Working Group renewals, state approved radiation safety training and procedures, and periodic
Inc. . )
inspections by the NRC or Agreement State.
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12.45

Disused
Sources
Working Group

Low-Level
Radioactive
Waste Forum,
Inc.

NGO

FRN,
Security, Q2

In 2008, HPS considered the issue and submitted comments to NRC supporting their
position that all Category 3 sources and greater should be subject to an SL.* Likewise, in
2010, the OAS petitioned NRC to increase the regulatory control over certain GL
sources.** When the OAS petition came before the Commission, the additional controls
failed upon a tie vote, resulting in a non-decision. However, the NRC did authorize
Agreement States to increase controls on GL sources at their own discretion. As a result
of this, few states enacted increased controls.

*Health Physics Society (HPS) comments on Docket NRC-2008-0272, “Limiting the
Quantity of Byproduct Material in a General Licensed Device.” Their comments
established the HPS position that all Category 3 sources and greater should be subject
toaSL.

**OAS Petition for Rulemaking (PRM) 31-5 as found at
http://www.regulations.gov/#!documentDetail;D=NRC- 2008-0272-0059 and
http://www.regulations.gov/#!documentDetail;D=NRC-2008-0272-0001; SECY 10-10-
0105, Limiting the Quantity of Byproduct Material in a Generally Licensed Device;
Commission Voting Record Decision Item: SECY-10-0105, Final Rule: Limiting the
Quantity of Byproduct Material in a Generally Licensed Device (RIN 3150-Al 33),
December 2, 2010. In addition to OAS, nine Agreement States also supported this
position.

GLDs

Letter

03/09/2017

ML17074A285

12.46

Disused
Sources
Working Group

Low-Level
Radioactive
Waste Forum,
Inc.

NGO

FRN,
Security, Q2

A previous NRC-Agreement State Working Group determined that there is a lack of
oversight of GL licensees by the regulators.* That working group also found that
regulators have not taken an active role in ensuring that GL licensees maintain control
over and accountability for GL sources and in ensuring that licensees possess, use, and
transfer GL devices in accordance with the regulations. This has led to a loss of control
and sometimes to improper disposal or even to orphaned or abandoned sources.**
Subsequently, NRC and Agreement States implemented registration and annual
reporting requirements for GL sources.

*Final Report of the NRC-AS Working Group to evaluate Control and Accountability of
Licensed Devices (NUREG- 1551).

**In response to an inquiry regarding information about missing nuclear materials over a
five year period, the NRC documented 18 instances of Reportable Licensed Lost,
Abandoned or Stolen Material (LAS) Events from 1997 to July 7, 2002. Response to
Freedom of Information Act (FOIA)/Privacy Act (PA) Request, NRC Form 464 Part |,
FOI/PA 2003-0082, December 18, 2002.

GLDs

Letter

03/09/2017

ML17074A285
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The 2015 survey by the DSWG and CRCPD'’s E-34 Committee asked respondents
whether all Category 3 sources should be specifically licensed. Although 76 percent of
respondents ranked their responses to this item as a high- or medium-priority,* only 16%
of the respondents answered in the affirmative as to whether or not their individual state
requires that all Category 3 sources be specifically licensed** and 24% responded in the
affirmative as to whether or not their individual state requires that some or all generally
licensed devices be specifically licensed.*** Of significant note, 57% responded in the
affirmative when asked whether NRC will need to adopt rules requiring the specific
licensure of Category 3 sources before their individual state can act to do so.****
h Low-Level
Disused | padioactive FRN
12.47 Sources NGO . *Responses to Question 41, DSWG and CRCPD E-34 Committee Joint Survey of GLDs Letter 03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 o )
Working Group Inc Radiation Control Program Directors, May 2015.
**Responses to Question 42, DSWG and CRCPD E-34 Committee Joint Survey of
Radiation Control Program Directors, May 2015.
***Responses to Question 43, DSWG and CRCPD E-34 Committee Joint Survey of
Radiation Control Program Directors, May 2015.
****Responses to Question 44, DSWG and CRCPD E-34 Committee Joint Survey of
Radiation Control Program Directors, May 2015.
. Low-Level The limited requirements and oversight for a GL source provide a window of opportunity
Disused Radioactive FRN for aggregation or misuse of higher activity Category 3 sources prior to the required
12.48 Sources NGO N ggreg no "ty Laregory o8 p 9 GLDs Letter  |03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 |reporting to regulatory agencies. Accordingly, the DSWG believes that an SL should be
Working Group .
Inc. required for Category 3 sources.
The DSWG recognizes that additional regulation may be labor-intensive, costly and pose
Low-Level additional burdens on the NRC and Agreement States. However, due to the estimated
Disused Radioactive FRN small number of Category 3 GL sources in the United States, the DSWG believes that
12.49 Sources Waste Forum NGO Securit ’ Q2 reduction in current vulnerabilities from increased regulation outweighs the anticipated GLDs Letter 03/09/2017|ML17074A285
Working Group Inc ’ ¥, costs. The DSWG encourages NRC to work with the states through OAS and CRCPD to
’ make the transition efficient and reduce unanticipated costs,
where appropriate.
In preparation for the DSWG’s response to the NRC’s Federal Register notice on
Category 3 source protection and accountability, the LLW Forum asked five states to
provide the following information:
. Low-Level -
Disused Radioactive FRN « total number of specific licenses;
12.50 Sources NGO . + total number of Category 3 specific licenses; SA Letter 03/09/2017|ML17074A285
- Waste Forum, Security, Q2 . ’
Working Group « total number of Category 3 general licenses;
Inc. e .
+ total number of Category 3 specifically licensed sources;
« total number of Category 3 generally licensed sources; and,
» total time to collect this data.
. Low-Level The states initially responded that this assignment would very tedious because most
Disused Radioactive FRN states do not electronically track Category 3 sources and it would require reviewin
12,51 Sources NGO AN Mt . y ailegory  req 9 SA Letter  |03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 |individually (i.e., manually) all specific licensees and all general licensees to determine if
Working Group . ) )
Inc. they authorize Category 3 radioactive sealed sources.
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Additionally, it would require states to contact each broad scope licensee because they
. Low-Level h w ) . . Y
Disused Radioactive FRN are authorized to possess “Any byproduct material with atomic numbers 3 through 83” or
12.52 Sources NGO . “Any byproduct material with atomic numbers 1 through 83, and 88, with half-lives of less SA Letter 03/09/2017 |ML17074A285
X Waste Forum, Security, Q2 ,, . . R
Working Group Inc than or equal to 120 days,” and the radioactive sealed sources are not specifically
) accounted for by the radioactive materials license.
Disused I?I_::i/:;)l;ec\t/i\e/le ERN One of the five states declined to respond because they did not have a tracking system
12.53 Sources NGO . and could not afford to commit the staff time to do the manual review of each specific NSTS Letter 03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 .
Working Group Inc and general license.
State Total number Number of Number of Number of Number of Hours to
of SL's Category 3 Category 3 Category 3 Category 3 Collect
sL's GL's sL's GL's Data
. Low-Level sources sources
Disused | 2 dioactive FRN
12.54 Sources NGO sl cr 155 19 1 3 6 NSTS Letter 03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 I 624 102 14 135 50 40
Working Group
Inc. PA 630 91 16 63 11 30
WA 330 22 0 42 0 8
The above chart summarizes the states’ responses.
Disused Low-Level
12 55 Sources Radioactive NGO FRN, Connecticut has a tQFaI .number of 2 Category 1 SLs, 2 sqgrces that are Category 1 SLs, NSTS Letter 03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 |16 Category 2 specific licenses and 225 Category 2 specifically licensed sources.
Working Group Inc
’ Low-Level
Disused Radioactive FRN lllinois numbers will vary once we start sending out inquiries on true possession vs
12.56 Sources NGO o nun 1Y once >ending outing P : NSTS Letter  [03/09/2017|ML17074A285
. Waste Forum, Security, Q2 |authorization and also factor in co-location.
Working Group Inc
Pennsylvania stated the reasoning our total number of Cat 3 specifically licensed sources
are listed as indeterminate is based on two major factors. The first factor would be 10
CFR 35.65 (Authorization for calibration, transmission, and reference sources) which
states:
. Low-Level 1. Any person authorized by § 35.11 for medical use of byproduct material may receive,
Disused Radioactive FRN ossess, and use any of the following byproduct material for check, calibration
1257 Sources NGO N |Possess, € y 9 byp : ' NSTS Letter  |03/09/2017 |ML17074A285
X Waste Forum, Security, Q2 [transmission, and reference use.
Working Group Inc
a. Sealed sources, not exceeding 1.11 GBq (30 mCi) each, manufactured and distributed
by a person licensed under § 32.74 of this chapter or equivalent Agreement State
regulations. Meaning that these licensees would not be required to register all of their
check sources with the state of Pennsylvania, therefore none would be listed on the
license, and no record is kept of these sources within the Department.
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Secondly, we have other Universities and other facilities that fall under a Broad Scope.
These licensee in many cases are currently allowed to possess “Any byproduct material
Disused Low-Level with atomic numbers 3 through 83” or “Any byproduct material with atomic numbers 1
12,58 Sources Radioactive NGO FR_N, through 83, and 88, W|ftr_1 half-lives of less than or equal to 120 days,” in which the_se NSTS Letter 03/09/2017 |ML17074A285
Working Grou Waste Forum, Security, Q2 |materials are not specifically account for by source. All tolled, the state currently licenses
9 p Inc. 17 broad scope licenses within the state that could fall under one, two, or both of these
classes. Based on these 2 factors, we cannot currently determine an accurate total
number of sources within the state.
. Low-Level Washington stated that the total number of specifically licensed Category 3 sources was
Disused Radioactive FRN estimated by reviewing the licensees' inventory records in the latest inspection reports
12.59 Sources NGO N yr g e ic v i ports, NSTS Letter  |03/09/2017 |ML17074A285
. Waste Forum, Security, Q2 |and by assuming that each high dose-rate remote afterloader has one Category 3
Working Group
Inc. source.
Debra G. State of Tennessee does not believe a realistic vulnerability assessment of potential risks of
Shults, Tennessee ]
Director Department of | Agreement Category 3 sources has been performed and documented in support of a future
13.01 I P . 9 General [rulemaking considering inclusion of Category 3 sources for increased source security SA Letter 03/09/2017 |ML17074A288
Division of Environment State o . e )
. . and accountability requirements. There seems to be a lack of historical information to
Radiological and . S .
. conclude these quantities are a significant risk.
Health Conservation
Debra G. State of We believe that adoption of Category 3 quantities of radioactive material into the
Shults, Tennessee LVS/NSTS systems will only marginally increase the safety and security of these
Director, Department of | Agreement quantities of radioactive material, while adding a significant regulatory and economic
13.02 Division of Environment State General burden to the various State Radiation Control Programs, our licensed entities, and the SA Letter 03/09/2017|ML17074A288
Radiological and Nuclear Regulatory Commission. Also, to realistically include these quantities would
Health Conservation require changes in the regulations which would be a significant regulatory burden.
Debra G. State of
I;:]el:::z’r Dl—egr:ems(j:f of | Agreement In addition, Tennessee concurs that there are devices containing Category 3 quantities of
13.03 L P . 9 General |radioactive materials that can be possessed under a general license, and to increase the GLDs Letter 03/09/2017 |ML17074A288
Division of Environment State . . ] : h )
. . overall safety and security would require changes in the regulations and licensing culture.
Radiological and
Health Conservation
Debra G. State of
;::::l:cs)’r Dl—egr:ems;?fof Agreement FRN No. There is no evidence in Tennessee that the current regulations have not been
13.04 L P . 9 ’ adequate to assure that these transfers occur safely and this would cause an extra SA Letter 03/09/2017 |ML17074A288
Division of Environment State General, Q1 . L
. . burden, which would not accommodate the safety and security risk.
Radiological and
Health Conservation
Debra G. State of
Shults, Tennessee Tennessee is not aware of a security and/or safety problem with current Category 3
Director, Department of | Agreement FRN, quantity radioactive source transfer practices and we do not believe that requiring license
13.06 Division of Environment State General, Q2 |verification through LVS or the Agreement States’ regulatory authorities would result in Lvs Letter 03/09/2017 ML 17074A288
Radiological and any improvement in safety or security.
Health Conservation
Debra G. State of
Shults, Tennessee
13.06 Director, | Department of | Agreement FRN, |yes, we believe this would cause undue burden. LVS Letter  |03/09/2017 |ML17074A288
Division of Environment State General, Q3
Radiological and
Health Conservation
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Debra G. State of
;:]el::ltcs)’r Dlggr:ems;?fof Agreement ERN Tennessee concurs that the NRC should perform an analysis of the cost benefit of any
13.07 o X ’ new rules and the security benefit based on the present threat environment and allow for SA Letter 03/09/2017|ML17074A288
Division of Environment State General, Q4 S . . ) ) " .
. . public discussion of this analysis before creating any additional requirements.
Radiological and
Health Conservation
Debra G. State of
;:]el::l:cs)’r Dl—ggr:ems;?fof Agreement FRN Tennessee does not believe that Category 3 quantity sources should be included in the
13.08 L . ’ NSTS. As with the statements concerning LVS, this will be an unnecessary burden on NSTS Letter 03/09/2017 |ML17074A288
Division of Environment State NSTS, Q1 |, S . .
. . licensees and the State because of the limited increase in source safety or security.
Radiological and
Health Conservation
Debra G. State of
Shults, Tennessee
13.09 I;)iref:tor, Depgrtment of [ Agreement FRN, No. Rationally Category.1 and 2 sources should have a greater value imposed on their NSTS Letter 03/09/2017 |ML17074A288
Division of Environment State NSTS, Q2 |source safety and security.
Radiological and
Health Conservation
Debra G. State of
Shults, Tennessee No. NRC has reviewed their program and the adequacy of 10 CFR Part 37 and
Director, Department of | Agreement FRN, concluded the existing reporting requirements seem to be adequate for the transfer and
13.10 Division of Environment State NSTS, Q3 |accounting of Category 1 and 2 quantities of radioactive materials. If future reviews show SA Letter 03/09/2017 ML 17074A288
Radiological and otherwise, then it can be addressed at that time.
Health Conservation
Debra G. State of
Shults, Tennessee
13.11 D':i’\z:‘ic(:r?gf DEenp\f’i‘;’:::etn‘:f Ag’Set‘:’tT;e”t N S'TI'RS'?lb 4 |No. See answer in Question 1. NSTS Letter  |03/09/2017 [ML17074A288
Radiological and
Health Conservation
Debra G. State of
Shults, Tennessee As stated with regards to the LVS question, Tennessee concurs that the NRC should
Director, Department of | Agreement FRN, perform an analysis of the cost benefit of any new rules and the security benefit based on
13.12 Division of Environment State NSTS, Q5 [the present threat environment and allow for public discussion of this analysis before NSTS Letter 03/09/2017|ML17074A288
Radiological and creating any additional requirements.
Health Conservation
Debra G. State of
Shults, Tennessee This would create a significant burden and cost for the licensing staff in Tennessee.
Director, Department of | Agreement | FRN, NSTS, |Since this is a National System, unless all aspects of the ISMP system becomes a
13.13 Division of Environment State AS Q1 required standard and all states are allowed to have access to all aspects of the system, NSTS Letter 03/09/2017|ML17074A288
Radiological and then having the states input data would not be efficient.
Health Conservation
Debra G. State of
Shults, Tennessee
13.14 Director, | Department of | Agreement FRN, " |No, there is no historical data to conclude this is a rational decision. SA Letter  |03/09/2017 |ML17074A288
Division of Environment State Security, Q1
Radiological and
Health Conservation
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Debra G. State of
;::::l:cs)’r Dlengnf:fof Agreement ERN Yes, but also the requirements for general license devices are not conducive for a
13.15 L P . 9 . regulatory authority to monitor security of these devices. If security requirements are GLDs Letter 03/09/2017 |ML17074A288
Division of Environment State Security, Q2 h ) . i )
. . forthcoming then Category 3 GL devices should be required to be specifically licensed.
Radiological and
Health Conservation
Charlotte
Sullivan Texas
’ Department of | Agreement FRN, Yes, Category 3 sources should utilize the same verification requirements as Category 2
14.01 .Regullatory. State Health State General, Q1 [sources prescribed in 10 CFR 37.71. Lvs Letter 03/09/2017 ML 17074A284
Licensing Unit .
Services
Manager
Yes, safety and security would increase for Category 3 sealed sources. Using the NRC’s
Charlotte License Verification System (LVS) would address many of the safety and security
) Texas concerns raised by the United States Government Accountability Office (GAO) report.
Sullivan, Department of | Agreement FRN Specifically, the LVS would provide a means to ensure that the license used is current
14.02 ‘Regullatory_ State Health State General, Q2 |and unaltered. Using the LVS, which also communicates with the National Source LvS Letter 03/09/2017|ML17074A284
Licensing Unit . . - . .
Services Tracking System (NSTS) inventory system, would also verify that a licensee could not
Manager . . f
accumulate multiple Category 3 sources from various other licensees that would allow
them to exceed their license limits and exceed the Category 2 limits.
Charlotte The safety increase for requiring LVS usage for adding a Category 3 source would be
. Texas L .
Sullivan, Department of | Agreement FRN about the same as requiring LVS usage for Category 2 source activities because two
14.03 Regulatory P 9 ’ Category 3 sources could easily exceed a Category 2 quantity. Currently, many licensees LVS Letter 03/09/2017 |ML17074A284
. . .. | State Health State General, Q2 . R . .
Licensing Unit . are subject to the increased controls and the current 10 CFR 37 security requirements for
Services -
Manager the aggregation of Category 3 sources.
Cha_r lotte Texas No. The LVS/NSTS is fundamentally a “cradle-to-grave” accounting system for these
Sullivan, Department of | Agreement FRN sources from the time of manufacture until disposal. However, it would be beneficial to
14.04 | Regulatory P 9 : posal. g NSTS Letter  |03/09/2017 |ML17074A284
. ) .. | State Health State General, Q3 [exempt from the NSTS transfer and annual reconciliation requirements any sources
Licensing Unit . L
Services whose activities have decayed below the Category 3 threshold.
Manager
Charlotte
. Texas
Sullivan, Department of | Agreement FRN
14.05 Regulatory P 9 ’ Yes. Any license verifications should be limited to Category 3 sealed sources. LVS Letter 03/09/2017 |ML17074A284
. . .. | State Health State General, Q4
Licensing Unit .
Services
Manager
Charlotte Yes. Entering the sources into the NSTS works with the LVS. Using the LVS would
. Texas - . )
Sullivan, Department of | Agreement FRN address the GAO concerns about ensuring that the license used is current and unaltered.
14.06 Regulatory P 9 ’ The NSTS inventory system would also verify that the licensee could not accumulate NSTS Letter 03/09/2017|ML17074A284
. . . | State Health State NSTS, Q1 . - ) .
Licensing Unit . multiple sources from various other licensees that would allow them to exceed their
Services . . .
Manager license limits and exceed the Category 2 limits.
Charlotte
) Texas
Sullivan, Department of | Agreement FRN
14.07 .Regullatory. State Health State NSTS, Q2 Yes. The timely NSTS reporting would ensure that the licensee inventories are accurate. NSTS Letter 03/09/2017 |ML17074A284
Licensing Unit .
Services
Manager
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Charlotte Texas
Sullivan, Department of | Agreement FRN Currently, 10 CFR 20.2207(f) requires the report to be submitted by the close of the next
14.08 Regulatory P 9 ’ business day after the transaction. This should be adequate. Having different reporting NSTS Letter 03/09/2017 |ML17074A284
. ) .. | State Health State NSTS, Q3 | . e .
Licensing Unit . times may cause confusion and be difficult to monitor.
Services
Manager
Charlotte The increase in safety for using the NSTS for a Category 3 source would be about the
. Texas L -
Sullivan, Department of | Agreement FRN same as requiring NSTS usage for Category 2 source activities because two Category 3
14.09 Regulatory P 9 ; sources could easily exceed a Category 2 quantity. Currently, many licensees are subject NSTS Letter 03/09/2017|ML17074A284
. ) . | State Health State NSTS, Q4 . . h
Licensing Unit . to the increased controls, and the current 10 CFR 37 security requirements for the
Services ’
Manager aggregation of Category 3 sources.
Charlotte
Sullivan Texas
’ Department of | Agreement FRN, . o
14.10 .Regullatory. State Health State NSTS, Q5 Nothing at this time. NSTS Letter 03/09/2017 |ML17074A284
Licensing Unit .
Services
Manager
The Texas Department of State Health Services (DSHS) currently has approximately 248
Charlotte Risk Significant Radioactive Material (RSRM) licensees, and 97 licensees with Category
) Texas . o
Sullivan, Department of | Agreement FRN 3 sources who are not already under RSRM requirements. The Texas Commission on
14.11 Regulatory P 9 ' Environmental Quality (TCEQ) currently has two licensees that are authorized to possess WBL Letter 03/09/2017|ML17074A284
. . .. | State Health State LVS, AS Q1 " . . . -
Licensing Unit Services Category 1, 2, and 3 quantities of material. One is a storage and processing facility and
Manager the other is both a storage and processing facility and Low-Level Radioactive Waste
(LLRW) disposal site.
Charlotte
Sullivan Texas
’ Department of | Agreement FRN, The state would encourage the use of LVS among licensees but would also plan for the
14.12 Li?:r?suilr?toaﬂt State Health State LVS, AS Q2 |additional burden imposed by the manual license verification process, as needed. Lvs Letter 03/09/2017|ML17074A284
9 Services
Manager
Charlotte - . . _—
Sullivan Texas The State of Texas would consider it, but adoption of WBL is unknown at this time.
’ Department of | Agreement FRN, Although Texas does not use WBL, we do provide a copy of amended licenses to the
14.13 Li('?:r?suilr?tol%it State Health State LVS, AS Q3 |LVS for Category 1 and 2 quantities and we would consider adding Category 3 sources WBL Letter 03/06/2017 |ML17074A284
9 Services to this process.
Manager
The impact on the time and resources for TCEQ would be minimal. The DSHS, however,
is unable to determine the impact at this time. The extent of the impact is a function of
Charlotte the number of source transfers and shipments that will occur and DSHS cannot know
. Texas ) )
Sullivan, Department of | Agreement FRN that number in advance. Most of the Category three sources would be used in well
14.14 Regulatory P 9 ' logging, fixed gauges, or medical high-dose radiation (HDR) units. The well logging and LVS Letter 03/09/2017 |ML17074A284
. ) .| State Health State LVS, AS Q4 . .
Licensing Unit Services fixed gauge sources have relatively long half-lives and are not frequently replaced.
Manager Shorter half-life Ir-192 sources used in medical HDR units are typically replaced every
three to six months. Currently DSHS spends approximately one hour per week following
up on overdue licensee transfer documentation for Category 1 and 2 sources.
At this time, there would be a minimal burden to the TCEQ and the impact to the DSHS
Charlotte . A .
Sullivan Texas is unknown. Presently, DSHS’ involvement is to follow up on those that have not
’ Department of | Agreement | FRN, NSTS, [submitted their inventory reconciliations. The DSHS would likely provide hard copy
14.15 Li?:r?suilr?b& it State Health State AS Q1 documents only when specifically requested. Furthermore, the DSHS would likely send NSTS Letter 03/09/2017|ML17074A284
9 Services reminder correspondence with an option for the licensee to request a hard copy if they do
Manager
not have access to NSTS.
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Cha'rlotte Texas No. There is no need to expand the entire physical protection security requirements to
Sullivan, Department of | Agreement FRN Category 3 quantities or sources. Imposing these requirements could be burdensome for
1416 | Regulatory P 9 N (ategory 2 q \ - Imposing these requiremen SA Letter  |03/09/2017 |ML17074A284
Licensing Unit State Health State Security, Q1 [licensees only possessing Category 3 quantities whose facilities do not currently meet
9 Services the physical security requirements for Category 1 and 2 quantities.
Manager
Yes, a specific license should be required for the possession and use of Category 3
activity in a device and above. Category 3 sources are those radionuclide source
activities that equal or exceed up to ten times the IAEA “D” values as those that could
Charlotte result in harm. Page 17 of the International Atomic Energy Agency (IAEA) Publication
Sullivan Texas 1387, IAEA Nuclear Security Series No. 11, “Security of Radioactive Sources” defines “D
’ Department of | Agreement FRN, values” as follows:
1447 LiS:r?sL:lr?tol%it State Health State Security, Q2 |“In recognition of the fact that human health is of paramount importance, the SA Letter 03/09/2017|ML17074A284
Manager Services categorization system is based primarily on the potential for radioactive sources to cause
9 deterministic health effects. The D value is the radionuclide specific activity of a
source which, if not under control, could cause severe deterministic effects for a range of
scenarios that include both external exposure from an unshielded source and inadvertent
internal exposure following dispersal (e.g. by fire or explosion) of the source.”
Gonzalo L. California
15.01 | Perez. Chief, | o artment of | AAdreement FRN,  |ves. SA Letter  |03/10/2017 |ML17074A289
Radiologic ) State General, Q1
Public Health
Health Branch
Gonzalo L. - P . . . . . ) .
Perez. Chief California Agreement ERN California believes there may possibly be an incremental increase in security by using the
15.02 o~ .~ | Department of 9 ’ 10 CFR 37. 71 process; however, we do not have sufficient information to quantify the SA Letter 03/10/2017 |ML17074A289
Radiologic ) State General, Q2 |
Public Health increase.
Health Branch
Yes, California believes that exempting transfers to manufacturers and distributors would
Gonzalo L. o - o L
Perez. Chief California Agreement ERN be acceptable since these are entities known to the transferring licensee. However, such
15.03 o~ .~ | Department of 9 ’ exemption should be limited to only situations in which the transferring licensee had LVS Letter 03/10/2017|ML17074A289
Radiologic ) State General, Q3 ) . o L .
Public Health procured the licensed material from the manufacturer/distributor to whom it is being
Health Branch
transferred.
Gonzalo L. California
1504 | Perez Chief, | o artment of | A9Teement FRN,  INo Comment. LVS Letter  |03/10/2017 |ML17074A289
Radiologic . State General, Q4
Public Health
Health Branch
Gonzalo L. o . . . . . . . .
Perez. Chief California Agreement FRN No. California believes including Category 3 into the NSTS is unnecessary since
15.05 > = "7 | Department of 9 ’ unauthorized interdiction of a category 3 shipment would not in of itself result in NSTS Letter 03/10/2017|ML17074A289
Radiologic Public Health State NSTS, Q1 rocurement of a category 2 (or greater) quantit
Health Branch p gory 9 a Y-
Gonzalo L. o
Perez, Chief California Agreement FRN
15.06 >~ "7 | Department of 9 ’ Category 3 should not be included into the NST System. (See 1. above) NSTS Letter 03/10/2017 [ML17074A289
Radiologic . State NSTS, Q2
Health Branch Public Health
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While California is not aware of any incidents that would argue for a shorter transaction
Gonzalo L. —— L . R .
Perez. Chief California Agreement FRN reporting time than current requirements, we would support a change to require reporting
15.07 2~ "7 | Department of ’ to NSTS within 24 hours of the shipment/receipt, regardless of intervening NSTS Letter 03/10/2017 |ML17074A289
Radiologic . State NSTS, Q3 . - . L .
Public Health holidays/weekends. We do not believe this would cause significant hardships on
Health Branch . . . L
licensees, although it would involve more preplanning in some cases.
Gonzalo L. - Such action may increase security however, the issue is whether the safety/security
Perez, Chief California Agreement FRN increase would warrant such inclusion. California does not have sufficient information to
15.08 2~ .~ | Department of 9 ’ . : . : ) ’ ) . SA Letter 03/10/2017 |ML17074A289
Radiologic I State NSTS, Q4 |quantify the increase in security, but does not believe it would be sufficient to warrant
Public Health ) T
Health Branch inclusion in NSTS.
Gonzalo L. California
15.09 | Porez. Chief, | o artment of | AAdreement FRN,  INo. NSTS Letter  |03/10/2017 |ML17074A289
Radiologic ) State NSTS, Q5
Public Health
Health Branch
Gonzalo L. California
15.10 Perez', Chl'ef, Department of Agreement FRN, Callforn.la has 149 Category 1 and 2 licensees with another approximately 150 Category WBL Letter 03/10/2017 |ML17074A289
Radiologic ) State LVS, AS Q1 |3 level licensees.
Public Health
Health Branch
Gonzalo L. P P .
Perez. Chief California Agreement FRN California would encourage our licensees to use the LVS system, but would expect that
15.11 >~ .~ | Department of 9 ! there would be an increased burden imposed due to the need for manual license LVS Letter 03/10/2017 |ML17074A289
Radiologic ) State LVS, AS Q2 I
Public Health verification.
Health Branch
Gonzalo L. California
15.12 Perez', Chl'ef, Department of Agreement FRN, California would continue to voluntarily provide Ilcepse information to the LVS. This LVS Letter 03/10/2017 |ML17074A289
Radiologic ) State LVS, AS Q3 |process has worked well for the Category 1 and 2 licenses.
Public Health
Health Branch
Gonzalo L. - P ) ) " L
Perez. Chief California Agreement FRN California estimates approximately 450 additional person hours per year. This is a
15.13 >~ .~ | Department of 9 ! significant impact and deflects work on arguably more important security and safety LVS Letter 03/10/2017 |ML17074A289
Radiologic ) State LVS, AS Q4
Public Health matters.
Health Branch
Gonzalo L. California
1514 Perez', Chl'ef, Department of Agreement | FRN, NSTS, F)allfornla cannot not tgke on this additional burden based on curr.ent funding Ievelf, and NSTS Letter 03/10/2017 |ML17074A289
Radiologic A State AS Q1 if asked to do so may implement an alternate process for annual inventory reconciliation.
Public Health
Health Branch
Gonzalo L. California
1515 Perez', Chl'ef, Department of Agreement FRN, No. Current licensing and inspection techniques appropriately secure Category 3 level SA Letter 03/10/2017 |ML17074A289
Radiologic ) State Security, Q1 |sources.
Public Health
Health Branch
Gonzalo L. California
1516 | Porez Chief, | by artment of | AAdreement FRN,  |ves. SA Letter  |03/10/2017 |ML17074A289
Radiologic ) State Security, Q2
Public Health
Health Branch
Jared W Cog;z:z;gi of The Board agrees with NRC Chairman Kristine Svinicki that the current regulatory
16.01 Thompson, Control NGO General requweme'nts for transfe.rs of radioactive sources arg adequate for safety and secunty,. LVS Letter 03/10/2017 IML17101A569
Chairperson Program and there is no need to include Category 3 sources in the same requirements as required

Directors, Inc.

for Category 1 and 2 sources.
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Conference of
Jared W. Radiation . .
16.02 Thompson, Control NGO FRN, There_fore, the CRCPD Boa_rd does not support frhe expans_lon <_)f the Natl_onal Source NSTS Letter 03/10/2017 IML17101A569
. NSTS, Q1 |Tracking System (NSTS) with Category 3 quantities of radioactive materials.
Chairperson Program
Directors, Inc.
CRCPD considers the current verification of licenses prior to transfer for Category 3
Conference of . :
. sources to be adequate for safety and security. These transfers are between licensees,
Jared W. Radiation FRN the manufacturers or internally within the same company. States have successfull
16.03 | Thompson, Control NGO ' . or Internafly withi pany. Y LVS Letter  |03/10/2017 |ML17101A569
) General, Q1 [handled license verification as required under health and safety for many years. The
Chairperson Program .
. current regulations are adequate to assure these transfers are properly handled. No
Directors, Inc.
changes should be made.
CRCPD does not see a benefit in safety and security if licensing verification is required
Conference of . R X . R
. through the NRC'’s License Verification Systems. As mentioned in Question 1 above, the
Jared W. Radiation FRN States have handled license verification under health and safety for many years. There
16.04 | Thompson, Control NGO : e ety for many years. LVS Letter  |03/10/2017|ML17101A569
. General, Q2 |have been few, if any instances, of problems or events associated with license
Chairperson Program e s . . . ) ) )
. verification. Additional requirements may result in delaying or impeding the completion of
Directors, Inc.
a transfer.
Conference of
Jared W. Radiation . . e " . . .
16.05 Thompson, Control NGO FRN, CRCPD bglleves tha't Ilcepse verification is |mpo.rt.ant for ent.ItIES transferring radioactive LVS Letter 031012017 IML17101A569
) General, Q3 |sources. License verification ensures accountability of ALL licensed sources.
Chairperson Program
Directors, Inc.
Conference of
Jared W. Radiation FRN NRC should continue to evaluate the impact on Category 3 source licensees and the
16.06 Thompson, Control NGO ’ States. NRC and the States already have the ability to monitor the location and SA Letter 03/10/2017 |ML17101A569
; General, Q4 ) . ) ) )
Chairperson Program movement of Category 3 sources through rigorous licensing and inspection programs.
Directors, Inc.
Conference of
Jared W. Radiation FRN
16.07 Thompson, Control NGO NSTS ’Q1 CRCPD does not support the inclusion of Category 3 sources in the NSTS. NSTS Letter 03/10/2017|ML17101A569
Chairperson Program ’
Directors, Inc.
Confer.en.ce of It has been estimated that there are 30,000-40,000 Category 3 sources in use or storage.
Jared W. Radiation FRN It would be most challenging to ensure and verify that all Category 3 sources have been
16.08 | Thompson, Control NGO : 9ing to ens gory Cred&SysArc |  Letter  |03/10/2017|ML17101A569
. NSTS, Q1 |correctly added to NSTS. Considering how the sources may be used or how many may
Chairperson Program o . ; . )
. be transferred, it is possible that the integrity of NSTS could be compromised.
Directors, Inc.
Jared W Co;;z‘}z;gi of Many State Programs license Category 3 sources with a maximum possession limit and
16.09 Thompson, Control NGO FRN, do pgt have a.readlly available inventory of sour(.:e.s in use'or storage. Collection and NSTS Letter 03/10/2017 IML17101A569
) NSTS, Q1 |verification of inventory of Category 3 sources will impact licensee and State personnel
Chairperson Program
. resources.
Directors, Inc.
Confer.en'ce of It is recognized that this evaluation of Category 3 sources is a comment from the 2015
Jared W. Radiation FRN General Accounting Office (GAO) report. The identified event was the failure to follow
16.10 Thompson, Control NGO ; : ) 9 port. - D NSTS Letter 03/10/2017|ML17101A569
. NSTS, Q1 |written policy and procedures. There is no correlation between this failure and the
Chairperson Program ) . .
Directors. Inc suggested inclusion of Category 3 sources in NSTS.
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Conference of
Jared W. Radiation FRN The NRC has not provided supporting evidence or data that the existing regulatory
16.11 Thompson, Control NGO ) approach to Category 3 source security through use of NSTS is inadequate or unsafe to NSTS Letter 03/10/2017 |{ML17101A569
) NSTS, Q1 ;
Chairperson Program protect public health and safety.
Directors, Inc.
Conference of
Jared W. Radiation . . . . L
16.12 Thompson, Control NGO FRN, CRCPD supports the.repomng requirements in 10CFR Part 37, including if Category 3 SA Letter 031012017 IML17101A569
) NSTS, Q2 |sources are included in NSTS.
Chairperson Program
Directors, Inc.
Conference of
Jared W. Radiation ) . )
16.13 Thompson, Control NGO FRN, Alternatives to the current NSTS reporting requnrerr_lents for Category_1 and 2 sources NSTS Letter 03/10/2017 IML17101A569
) NSTS, Q3 (should not be changed. There appears to be no rationale for suggesting any changes.
Chairperson Program
Directors, Inc.
Conference of
Jared W. Radiation FRN CRCPD does not believe that there will be any increase in safety or security if Category 3
16.14 Thompson, Control NGO . sources are included in NSTS. Mishandling or errors during shipments will continue to NSTS Letter 03/10/2017|ML17101A569
) NSTS, Q4 .
Chairperson Program occur. NSTS does not limit or control these types of errors.
Directors, Inc.
Conference of
Jared W. Radiation ) . ) . . . )
16.15 Thompson, Control NGO FRN, As mentioned in Question 1 of this section, resource impact for the licensees and States NSTS Letter 03/10/2017 |ML17101A569
) NSTS, Q5 |must be further evaluated.
Chairperson Program
Directors, Inc.
Conference of
Jared W. Radiation . . . . . . .
16.16 Thompson, Control NGO FRN, Also, there !s congem at?out the integrity of the information contained in the NSTS Cred&SysArc Letter 03/10/2017 IML17101A569
) NSTS, Q5 |database with the inclusion of a large number of Category 3 sources.
Chairperson Program
Directors, Inc.
Conference of
Jared W. Radiation
16.17 Thompson, Control NGO FRN, NSTS, |Currently onIyll\‘lRlC personnel have access to the NSTS for any type of change and the NSTS Letter 03/10/2017 IML17101A569
) AS Q1 annual reconciliation.
Chairperson Program
Directors, Inc.
Conference of If the Agreement States were required to manage the annual inventory reconciliation
Jared W. Radiation FRN. NSTS |Process and if Category 3 sources were included in the NSTS, what would the additional
16.18 Thompson, Control NGO : ” [regulatory burden be on the Agreement States to perform the annual inventory NSTS Letter 03/10/2017|ML17101A569
) AS Q1 e . o
Chairperson Program reconciliation for Category 1, 2, and 3 sources? Especially considering Agreement State
Directors, Inc. staffs do not have access to the database.
Conference of
Jared W. Radiation FRN. NSTS With the significant activity increase to NSTS, it appears that NRC is passing off some of
16.19 Thompson, Control NGO A’S Q1 ’ |its duties to the Agreement States. The reconciliation process could involve an increase NSTS Letter 03/10/2017 |{ML17101A569
Chairperson Program amount of staff time and resources from November to February.
Directors, Inc.
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Conference of
Jared W. Radiation ) ) . -
16.20 Thompson, Control NGO FRN, NSTS, |This appears tc_) be an unfunded mandate, at the time that NRC is experiencing some NSTS Letter 03/10/2017 IML17101A569
) AS Q1 budget issues in the future.
Chairperson Program
Directors, Inc.
NRC should not implement all of 10 CFR Part 37 requirements to further strengthen and
Conference of .
Jared W Radiation secure Category 3 sealed sources. The Part 37 requirements would be an over
16.21 Thompson, Control NGO FR_N, bl_erenson?e_ regul_atory reguwement, glv_en how these soyrces are used. Some licensees SA Letter 03/10/2017 |ML17101A569
) Security, Q1 |will have difficulty in meeting these requirements. There is no evidence or data that
Chairperson Program N f h
. implies that the current requirements are not adequate to ensure public health, safety
Directors, Inc. .
and security of these sources.
Conference of
Jared W. Radiation ERN If an expansion of source security is implemented by NRC for Category 3 sealed
16.22 Thompson, Control NGO Securit ’ Qo [sources, Generally Licensed Devices containing a Category 3 activity MUST be GLDs Letter 03/10/2017|ML17101A569
Chairperson Program ¥, specifically licensed.
Directors, Inc.
Conference of
Jared W. Radiation ERN CRCPD supports the re-evaluation of the NRC’s General License Program to ensure that
16.23 Thompson, Control NGO Securit ’ Q@ all potentially high risk sources have appropriate and relevant security to avoid possible GLDs Letter 03/10/2017 {ML17101A569
Chairperson Program Y, malicious uses.
Directors, Inc.
Michael N.
Stephens, . . - . . . .
Environmental Florida Agreement ERN We believe that the current methods are sufficient for transferring radioactive materials.
17.01 Department of 9 ’ From the background information the failure that GAO discovered was one individual LVS Letter 03/10/2017|ML17101A553
Program State General, Q1 |, .. Lo .
Health Health failing to follow procedures and not a systemic wide failure.
Consultant
Michael N.
Stephens, . We do not believe that there would be an increase in safety or security requiring
Environmental Florida Agreement FRN licensees to use LVS for transferring quantities of Category 3 materials. Especiall
17.02 Department of | "9 ' © 94 °S tegory - - Especlally LVS Letter  |03/10/2017 |ML17101A553
Program State General, Q2 |quantities aggregated up to category 3 quantities. This requirement would easily be
Health ) ) i o
Health defeated by performing multiple transfers of quantities under category 3 quantities.
Consultant
Michael N.
Stephens, . . . L
Environmental Florida Agreement FRN We believe that transfers to known licensed manufacturers, distributors, waste
17.03 Department of 9 ! processors, and commercial disposal sites should be exempted. These entities are well LVS Letter 03/10/2017|ML17101A553
Program State General, Q3 .
Health known and highly regulated.
Health
Consultant
Michael N.
Stephens, Florida If NRC is to track transfers of quantities of category 3 radioactive materials, it should be
17.04 Environmental Department of Agreement FRN, !lmlted gnly t_o individual sources that are at the high end of categ_jo_ry 3 Thls_ would only LVS Letter 03/10/2017 |ML17101A553
Program State General, Q4 |include individual sources that larger than 50% of category 2 activity (including any
Health . . . . . .
Health generally licensed sources). It would not include any aggregation of radioactive materials.
Consultant
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Michael N. We do not support the inclusion of category 3 source in the NSTS. The current system of
Stephens _ accour_nability of ca_tego_ry 3 sources is adequate to protect put?lic heqlth and safety_. _
Environmen’tal Florida Agreement FRN There is no systemic failure of the current process only a localized failure of an individual
17.05 Department of ’ not following procedures. Localized failures will occur regardless of the system in place. NSTS Letter 03/10/2017 |ML17101A553
Program State NSTS, Q1 . . )
Health Health Inclusion of these sources in NSTS would be a tremgndoqs cost burden to licensees and
Consultant Agreement States. NRC has not demonstrated that inclusions of category 3 sources
would improve health and safety.
Michael N.
Stephens, Florida
17.06 |Environmental| i o iment of | Adreement FRN,  Ino. NSTS Letter  |03/10/2017 |ML17101A553
Program Health State NSTS, Q2
Health
Consultant
Michael N.
Stephens, Florida
17.07 |Environmental| b tment of | A9TeeMent FRN. o, NSTS Letter  |03/10/2017|ML17101A553
Program Health State NSTS, Q3
Health
Consultant
Michael N.
Stephens, Florida
17.08 | EnVironmental| o tment of | A9TeeMent FRN, . NSTS Letter  |03/10/2017|ML17101A553
Program Health State NSTS, Q4
Health
Consultant
Michael N.
Ensvti?(‘)):r?:tal Florida Agreement FRN,
17.09 Program Department of State NSTS, AS (It would be a tremendous burden on the Agreement States. NSTS Letter 03/10/2017|ML17101A553
Health Q1
Health
Consultant
The regulations require licensees to report the annual reconciliation to NSTS. This is a
“National” tracking system and the Agreements States do not have access to all the data
Michael N. nor should they. It would require a rule change to require licensees to submit the
Stephens, . reconciliation report to both NSTS and their agreement state for the state to have the
Environmental Florida Agreement FRN, authority to reconcile something not required to be reported to them. Even with this rule
17.10 Department of NSTS, AS L o NSTS Letter 03/10/2017 |ML17101A553
Program Health State a1 change each Agreement State would be allowed to complete this reconciliation anyway
Health they choose. The decision would be based on resources available and would vary
Consultant between the 37 Agreement states. This would be a regulatory and cost burden to the
Agreement State and licensees, especially licensees who have licenses in multiple
Agreement States and NRC.
Michael N.
Stephens, Florida
17.11 | Environmental| - tment of | A9TeeMent RN, INRC has the number of category 1 and 2 licenses in NSTS. WBL Letter  [03/10/2017|ML17101A553
Program Health State LVS, AS Q1
Health
Consultant
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Michael N. We estimate that we have 330 licenses that are authorized to possess category 1, 2, and
Stephens _ 3 quantities qf radioactive‘materials. of this group it includes_ ~90 HDR licenses, ~15
Environmen’tal Florida Agreement FRN fixed gauge licensees. This number also includes ~130 medical use licensees and 26
17.12 Program Department of State LVS AS’ Q1 nuclear pharmacies authorized to_pos§ess 1 curie‘of radioac_tive materials au_thorized for WBL Letter 03/10/2017|ML17101A553
Health Health ’ 10 CFR 35.4.00 us§§. Thesg medlc:al licenses are included since FDA authorizes the 'use
Consultant of Co-60 for interstitial and intracavitary treatment of cancer and the category 3 quantity
for Co-60 is 810 millicuries.
Michael N.
Stephens, Florida
17.13 | Environmental| - tment of | A9TeeMent FRN, lWwe would encourage the use of LVS. LVS Letter  |03/10/2017|ML17101A553
Program Health State LVS, AS Q2
Health
Consultant
Michael N.
Stephens, Florida
17.14 | Environmental| o tment of | A9Teement FRN,  Isee below. LVS Letter  |03/10/2017|ML17101A553
Program Health State LVS, AS Q3
Health
Consultant
Michael N.
Stephens, Florida
1715 Environmental Department of Agreement FRN, We would pro_\/lde NRC coples_ of_the Ilf:enge. We yvoulq r_10t adopt WBL because it does WBL Letter 03/10/2017 |ML17101A553
Program Health State LVS, AS Q4 [not fit our business processes in licensing, inspection, billing, etc.
Health
Consultant
'\Sllizgizln’:,. _ This would increase the number of licenses to determine whether to send them tg NRC
Environmental Florida Agreement FRN five-fold and would be large rfasource burden. We would look at the most cost efficient
17.16 Department of § method to assure we don’t miss one. (For example, last year we completed 1,998 WBL Letter 03/10/2017|ML17101A553
Program State LVS,AS Q4 |. . . . . . .
Health Health licensing actions.) Wg mgy decide to send .NR.C all of our completed licensing actions
and NRC can determine if they meet the criteria to be entered into WBL.
Consultant
Michael N.
Stephens, Florida
17.q7 | Environmental| o tment of | A9TeeMent FRN, o SA Letter  |03/10/2017|ML17101A553
Program Health State Security, Q1
Health
Consultant
Michael N.
Stephens, Florida
17.18 Environmental Department of Agreement FR_N, Fr_o_m the background information the failure _thathAO_dlscovered was one individual SA Letter 03/10/2017 |ML17101A553
Program Health State Security, Q1 |failing to follow procedures and not a systemic wide failure.
Health
Consultant
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Michael N.
Stephens, ) If NRC is to limit the quantities possess under a general license then it should be limited
Environmental Florida Agreement FRN only to individual sources that are at the high end of category 3. This would only include
17.19 Department of | 9 (o ne g Ny <. c only GLDs Letter  [03/10/2017|ML17101A553
Program Health State Security, Q2 |individual sources that larger than 50% of category 2 activity. It would not include any
Health aggregation of radioactive materials.
Consultant
Michael N.
Stephens, Florida
17.20 Environmental Department of Agreement FRN, NRC should consider reevaluating the concept of a “General License” and determine if it GLDs Letter 03/10/2017 |ML17101A553
Program State Security, Q2 |is needed.
Health
Health
Consultant
Michael N.
Stephens, . NRC should consider either requiring a specific license for radioactive materials or have
Environmental Florida Agreement FRN the radioactive material exempt. The concept of a general license that allows untrained
17.21 Department of | 9 ~ ! Pt ptotage . °d, GLDs Letter  |03/10/2017 |[ML17101A553
Program Health State Security, Q2 |unmonitored personnel to use and possess radioactive material based on the potential
Health radiation dose received in a year has several flaws.
Consultant
Nima This letter and attachment document the basis for our conclusion that the expansion of
18.01 Ashkebqussh Nuclear. Energy NGO General LVS, NSTS, and additional 'secu.nty measu.res for Category 3 sources adds Iltt!e t(? 'no SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute value, is not supported by historical analysis of the threat, and cannot be cost justified.
Manager Simply put, this effort is a solution looking for a problem.
Ashltg?:ussi Nuclear Ener At a time of shrinking resources, additional tracking and verification would result in a
18.02 o . 9y NGO General [large administrative burden for licensees, NRC, and the Agreement States to address a SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute )
problem that does not exist.
Manager
Based on the information provided in the federal register notice and public meetings,
. NRC has provided no evidence that a fundamental problem exists—other than the GAO
Nima : o ) )
Ashkeboussi. |Nuclear Ener findings—to demonstrate that legitimate licenses have been altered by licensees to
18.03 o . 9y NGO General |obtain material they are not authorized to possess, that licensees are maliciously SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute L I S S :
obtaining material in excess of their licensed possession limits, that licensees are not
Manager ; . ) )
accounting for Category 3 sources, or that there is a threat or adversary interest in
Category 3 quantities of material.
Ashltg?oaussi Nuclear Ener Overall, no evidence has been provided to indicate that the existing requirements and the
18.04 o . 9y NGO General [current regulatory framework are not adequate to oversee licensed activities and ensure SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute :
public health and safety.
Manager
Ashltg?:ussi Nuclear Ener In 2006, NRC implemented pre-licensing guidance to ensure that applicants were
18.05 o . 9y NGO General [legitimate and that radioactive materials would be used as intended. This guidance has SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute
Manager been updated as needed.
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Nima The most recent GAO investigation was successful because of the failure of one State
Ashkeboussi, [Nuclear Energy employee to follow the existing pre-licensing guidance and was not the result of a
18.06 Sr. Project Institute NGO General regulatory gap. No amount of additional regulation would have prevented the GAO from SA Letter 03/10/2017|ML17074A291
Manager obtaining material if the licensing entities do not follow the pre-licensing guidance..
Nima
18.07 Ashkebqussh Nuclear. Energy NGO General !nstead of pursumg. rulemaklng, NRC and Agreement States should review and enhance, SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute if needed, the pre-licensing guidance and utilize it.
Manager
Nima
18.08 Ashkebqussh Nuclear. Energy NGO General The s'taf'f was directed t9 condyct a vulnerability analyqs to .|nform the decision on source SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute security and accountability actions. We applaud such direction.
Manager
Nima
18.09 Ashkebqussh Nuclear. Energy NGO General The .dt'eta|l.s of this assessmen.t, such e?s the scopg, t|m|ng, and role of stakeholders in SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute providing input, were not provided during the public meeting.
Manager
Ashltg?:ussi Nuclear Ener Any vulnerability assessment must provide a specific rationale for the tracking and
18.10 Sr. Proiect ’ Institute 9y NGO General [inventory requirements for these sources and discuss the public health and safety effects SA Letter 03/10/2017 |ML17074A291
- 7o) due to malicious use of Category 3 sources.
Manager
Nima
18.11 Ashkebqussh Nuclear. Energy NGO General Pre'wous .ana“IyS|s o.f.potentlal healt"h eﬁec'ts from the use of sources identified SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute radionuclide “quantities of concern” to be in the range of Category 1 and 2 values.
Manager
Ashltg?:ussi Nuclear Ener If this current effort proceeds, a comprehensive draft vulnerability assessment should be
18.12 Sr. Proiect ’ Institute 9y NGO General [made available to stakeholders for review and comment prior to any final decision on SA Letter 03/10/2017 |ML17074A291
- 7o) whether to proceed with any regulatory enhancements.
Manager
Nima
18.13 Ashkebqussh Nuclear. Energy NGO General Further, 10 CFR.30.41 desFrlbes the requirements for I|cen§e verlﬁcat!on prior to the LVS Letter 03/10/2017 |ML17074A291
Sr. Project Institute transfer of material. There is no evidence to suggest that this process is broken.
Manager
. The overwhelming majority of licensees possessing Category 3 sources have decades of
Nima . - ’ .
Ashkeboussi, |Nuclear Energy regulatory history and virtually all transfers of material that occur between licensees are
18.14 Sr. Project ’ Institute NGO General |with known entities and based on long term commercial relationships. We are not aware LvS Letter 03/10/2017 |ML17074A291
- FroJ of any evidence to suggest that these licensees are altering their license or maliciously
Manager f . . ) .
attempting to obtain material in excess of their possession limits.
Ashltg?:ussi Nuclear Ener There simply is zero to negligible risk with the transfer of Category 3 material between
18.15 v . 9y NGO General [these licensees. Adding requirements for tracking sources in NSTS and utilizing LVS SA Letter 03/10/2017 |ML17074A291
Sr. Project Institute . . ) - .
Manager only adds an administrative burden with no increase to security.
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As stated above, based on all available information, we conclude that the expansion of
. LVS, NSTS or additional security measures for Category 3 sources adds little to no
Nima ) L ) .
Ashkeboussi. |Nuclear Ener value, is not supported by historical analysis of the threat or any new compelling threat
18.16 o . 9y NGO General [indicators that demonstrate that the current regulatory mechanisms are not effective in SA Letter 03/10/2017|ML17074A291
Sr. Project Institute - . ) - P
Manager protecting Category 3 radioactive materials, and cannot be cost justified. We respectfully
9 suggest that the staff recommend that no additional resources be expended for such
activities.
Nima No, changes should not be made to 10 CFR 30.41, 40.51, or 70.42 to prescribe license
1817 Ashkebqussh Nuclear. Energy NGO FRN, verlflcat}on a's described in 37.71. This wou!d S|gn|f|car.1tly'|mpa'ct radloactlvg material LVS Letter 03/10/2017 |ML17074A291
Sr. Project Institute General, Q1 |and radioactive waste transfers, transportation, and shipping without any evidence to
Manager suggest the current regulations and process is broken.
There would be significant cost with no increase in safety or security for Part 50
licensees, Part 40 and 70 fuel cycle facilities, and other established Part 30 licensees
(e.g. manufacturers/distributors, medical institutions, waste brokers, and universities) if
Nima they are required to use LVS for Category 3 transfers. These licensees have decades of
18.18 Ashkebqu33|, Nuclear‘ Energy NGO FRN, regu!atoq history, transfer mgterlal with l_(novyn entities basgq on long tgrm commer0|al LVS Letter 03/10/2017 |ML17074A291
Sr. Project Institute General, Q2 [relationships, and are not at risk for altering licenses to maliciously obtain material. New
Manager licensees go through rigorous pre-application screening to verify that they are legitimate
applicants that will use radioactive material as licensed. There is a lack of evidence to
demonstrate the requiring LVS for Category 3 transfers would improve safety or security
greater than a negligible amount.
. If the NRC changes the regulations to require LVS, which we do not support, it should
Nima . [
Ashkeboussi. |Nuclear Ener ERN clearly exempt Part 50 licensees, Part 40 and 70 fuel cycle facility licensees,
18.19 B . B NGO ’ manufacturers and distributors, and medical institutions. These licensees are well known LvS Letter 03/10/2017 |ML17074A291
Sr. Project Institute General, Q3 . X . L I o
and do not pose a risk to altering their license or maliciously obtaining material in excess
Manager ) R
of their possession limits.
Nima
18.20 Ashkebqussh Nuclear. Energy NGO FRN, The existing re'gul'atlons and procedyres are adequate to address Category 3 transfers LVS Letter 03/10/2017 |ML17074A291
Sr. Project Institute General, Q4 |and any modifications to the regulations are unnecessary.
Manager
No, NSTS should not be expanded to include Category 3 sources. NSTS was
implemented to track high-risk nuclear materials from the time they are manufactured or
imported through the time of their disposal, export, or decay. Category 3 sources have
. rightly been excluded from tracking because, based on NRC analysis, potential health
Nima s ) . ) . :
Ashkeboussi. |Nuclear Ener FRN effects from the use of material in a radiological dispersal or exposure device are in the
18.21 o . 9y NGO ’ range of Category 1 and 2 values. Expanding the scope of material tracked in NSTS to NSTS Letter 03/10/2017 |ML17074A291
Sr. Project Institute NSTS, Q1 . ) ) )
Category 3 sources would increase the number of licensees using LVS by approximately
Manager S . -
a factor of 3, while increasing the number of sources tracked to an estimate of well over
an additional 100,000 sources. Absent any new data that shows there is serious health
effects from malicious use of Category 3 sources and a legitimate vulnerability,
increasing the level of tracking is excessive, unnecessary, and unjustifiable.
Nima . -
. If NRC promulgates a rule requiring Category 3 source tracking in NSTS, the rule should
18.22 AShkebO.USSI’ Nuclear. Energy NGO FRN, use a graded approach that recognizes the lower level of risk and not impose the same NSTS Letter 03/10/2017 |ML17074A291
Sr. Project Institute NSTS, Q2 ) : )
Manager stringent reporting requirements for Category 1 and 2 sources.
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Nima
Ashkeboussi, |Nuclear Energy FRN, . .
18.23 Sr. Project Institute NGO NSTS, Q3 The current reporting requirements for Category 1 and 2 sources are adequate. NSTS Letter 03/10/2017 [ML17074A291
Manager
There would be no more than a negligible increase to safety or security if the regulations
Nima required Category 3 source tracking in NSTS. NSTS is intended to increase
18.24 Ashkebqussh Nuclear. Energy NGO FRN, accountability of sou.rces and plays nq partin sejc'urlng materlal to pr.event theft. There NSTS Letter 03/10/2017 |ML17074A291
Sr. Project Institute NSTS, Q4 |are no examples of licensees attempting to maliciously obtain material that were
Manager prevented from doing so with the use of NSTS. Furthermore, in real time, NSTS would
not be able to detect the occurrence of licensee exceeding their possession limit.
NRC should consider first time users, Agreement States, and the financial burden on
NRC for requiring Category 3 source tracking in NSTS. Furthermore, NRC developed the
concept of the Integrated Source Management Portfolio (ISMP) to integrate information
Nima technology tools to form a comprehensive program to ensure the security and control of
Ashkeboussi. |Nuclear Ener FRN high risk Category 1 and 2 quantities. ISMP currently works by integrating NRC and
18.25 o . 9y NGO ) Agreement State Category 1 and 2 licensee data from NSTS, the Web-Based Licensing NSTS Letter 03/10/2017 |ML17074A291
Sr. Project Institute NSTS, Q5 . . .
Manager (WBL) System, and LVS. Requiring the use of NSTS without having all Agreement State
licenses in WBL would lead to a process with significant gaps. Without the automated
process through LVS, NRC and Agreement State staff would have to manually review
NSTS and the license to verify transfers are valid and that possession limits are not
exceeded.
Nima
Ashkeboussi, |Nuclear Energy FRN,
18.26 Sr. Project Institute NGO LVS, Q1 No Comments. LvVS Letter 03/10/2017 |ML17074A291
Manager
A typical nuclear power plant may process less than 10 transfers annually of Category 1
’ and 2 quantities of material. Expanding this requirement to include Category 3 materials
Nima . . . I
Ashkeboussi. |Nuclear Ener FRN would represent a large increase in regulatory burden and could impact the ability of the
18.27 o . 9y NGO i licensee to make radioactive material shipment in a timely fashion. Nuclear power plants LVS Letter 03/10/2017 |ML17074A291
Sr. Project Institute LVS, Q2 ) . Lo .
Manager may have 80-100 Category 3 quantity transfers per year, with a majority made during
9 refueling outages. Less than 1% of these transfers are directly to/from a manufacturer,
but are shipments to well-known entities.
. License verification (LVS) should not be required for established, well known, and
Nima ) . . - ) -
Ashkeboussi. |Nuclear Ener FRN credible licensees. There is no risk that these licensees would alter their license. In
18.28 v . 9y NGO | addition to established manufacturers, any rule should at a minimum exempt Part 50 LVS Letter 03/10/2017 |ML17074A291
Sr. Project Institute Lvs, Q3 |, S L -
Manager licensees, Part 40 and 70 fuel cycle facility licensees, distributors, and medical
9 institutions. NRC should provide the criteria for what they consider “established”.
. Licensees with LVS access using the system typically receive error messages to contact
Nima . - S : )
Ashkeboussi. |Nuclear Ener FRN the license-issuing regulatory authority directly. There appear to be delays in updating
18.29 o . 9y NGO ! LVS with current licenses issued by Agreement States. This creates added burden to the | Cred&SysArc Letter 03/10/2017 |ML17074A291
Sr. Project Institute LVS, Q4 | ) . ) ) . .
Manager licensee to obtain a current license outside the online LVS process. This problem will be
9 magnified if all Category 3 Agreement State licenses are not in WBL.
Ashltg::ussi Nuclear Ener: FRN, NSTS
18.30 B . B NGO licensees, [No Comment. NSTS Letter 03/10/2017 |ML17074A291
Sr. Project Institute a1
Manager
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NRC should revise the definition of a “nationally tracked source” in 10 CFR 20.1003 to
clarify the scope of “radioactive material that is sealed in a capsule or closely bonded, in
a solid form and which is not exempt from regulatory control”. NRC is using a literal
interpretation of the definition to include bulk material in storage capsules, which are not
intended for distribution. This interpretation has implications for source manufacturers
Nima and other licensees (such as those with material targets, bulk special form capsules that
Ashkeboussi, |Nuclear Energy FRN, NSTS |are imported, or research reactors), which have been cited for failing to report such
18.31 Sr. Project ’ Institute NGO licensees, |“sources” per 10 CFR 20.2207(a). This bulk material is stored until needed to NSTS Letter 03/10/2017 |ML17074A291
) Q2 manufacture sources. These storage capsules are cut open, the required material
Manager - . .
removed and the remaining material would be welded into a new capsule. The sources
produced from this material for distribution would be recorded in NSTS. The intent of
NSTS was not to track bulk material that was not intended for distribution, but rather was
intended to track a distributed sealed source through its life cycle. The NRC should
consider rulemaking, generic communications, or other regulatory guidance to clarify this
non-safety related issue.
Nima
18.32 AZT"S:;‘;‘Z?' Nucl'ﬁz{it'it’;ergy NGO Lvs':,i'\é 1 |No Comment. LVS Letter  |03/10/2017 |ML17074A291
Manager
Nima
18.33 AZT"S:;‘;‘Z?' Nucl'ﬁz{it'it’;ergy NGO Lvs':,i'\é Q2 |No Comment. LVS Letter  |03/10/2017|ML17074A291
Manager
Nima
18.34 Azﬁkglr’gjﬁ' Nucl'ﬁztritﬁt’;ergy NGO Lvs':,i'\é Q3 |No Comment. LVS Letter  |03/10/2017|ML17074A291
Manager
Nima
18.35 A;Tkglr’;‘;if' Nucl'ﬁztritﬁt’;ergy NGO Lvs':,i'\é Q4 |No Comment. LVS Letter  |03/10/2017 |ML17074A291
Manager
NRC should reexamine the need to continue the annual inventory reconciliation process
and question the safety and security value that it provides. NRC states that this effort
currently takes a significant amount of time and resources for the Category 1 and 2
Nima ERN sources. This is a significant administrative burden for NRC and licensees to largely
18.36 Ashkebqu33|, Nuclear‘ Energy NGO NSTS, AS resol_ve administrative |ssu_e§, _not safety or_securlty concerns. Whllg 10 _CFR 20.2207(g) NSTS Letter 03/10/2017 |ML17074A291
Sr. Project Institute Q1 requires the annual reconciliation, that section of the rule also requires licensee to correct
Manager any error in previously filed reports or file a new report for any missed transaction within 5
business days of the discovery of the error or missed transaction. That provision should
be sufficient to adequately ensure licensees maintain an accurate inventory, without the
need for the burdensome annual reconciliation.
. If NRC expanded NSTS to include Category 3 sources, the time and effort needed to
Nima ) ) ; R
Ashkeboussi, |Nuclear Energy FRN, complete_ this task would |nprease by a factor gf 3andis notjustlflable_from a resource
18.37 o . NGO NSTS, AS [perspective to address an issue that does not increase safety or security. If NRC adopts NSTS Letter 03/10/2017 |ML17074A291
Sr. Project Institute L . .
Manager Q1 Category 3 tracking in NSTS, it should not apply the annual reconciliation and NRC

should consider a rulemaking to eliminate the annual inventory reconciliation.

44




Comments Received from Category 3 Source Security and Accountability Public Meetings and Federal Register Notice (82 FR 2399)

Bins: LVS: License Verification System NSTS: National Source Tracking System WBL: Web-Based Licensing System SA: Assessment of Safety and Security Cred&SysArc: Credentialing and General System Architecture GLDs: Generally Licensed Devices
Unique L . Stakeholder FRN . Comment Date .
\dentifier Individual Organization Type Question Comment Bin Format Written Accession No.
Ashlr:gg]:ussi Nuclear Ener ERN No. Based on the risk profile, threat, and vulnerability there is not a demonstrable need to
18.38 o . 9y NGO s enhance the security requirements of Category 3 quantities to levels similar to Category SA Letter 03/10/2017|ML17074A291
Sr. Project Institute Security, Q1 o
1 and 2 quantities.
Manager
Nima
18.39 | Ashkeboussi, |Nuclear Energy) 5 FRN. " INo Comment. GLDs Letter  |03/10/2017 |ML17074A291
Sr. Project Institute Security, Q2
Manager
International
Paul Gra Source We appreciate the opportunity to comment and the ISSPA both concurs and supports the
19.01 . Y: Suppliers and NGO General |positions made and comments provided by the aforementioned organizations [NEI and SA Letter 03/08/2017 |ML17074A221
Chairman ) .
Producers Source Security Working Group].
Association
International
Paul Gra Source We conclude that based on all available information, and discussions with many
19.02 . Y, Suppliers and NGO General [licensees and industry associations, that expansion of the WBL, NSTS, and LVS, and SA Letter 03/08/2017 |ML17074A221
Chairman ) : )
Producers adding further security controls for Category 3 sources, is unwarranted.
Association
International
Paul Gra Source FRN
19.03 . Y: Suppliers and NGO ) We strongly discourage the expansion of NSTS to include Category 3 sources. NSTS Letter 03/08/2017 |ML17074A221
Chairman NSTS, Q1
Producers
Association
The security and accountability of high level Category 1 and 2 sources are well
established, per 10 CFR 37. Category 1 and 2 sources are used for specifically licensed
JL Shepherd & and highly specialized applications. Category 3 sources are used in much wider areas of
20.01 - p. Industrial General |beneficial uses to the public, such as diagnostic and therapeutic medicine, non- SA Letter 03/09/2017 |ML17081A013
Associates . . . ) )
destructive testing, and quality assurance for manufacturing processes and first
responders' instrumentation for radiological emergencies. As there is wide-ranging use of
these sources, correspondingly, there are many more of these sources in daily use.
It is our view that the inclusion of all Category 3 sources under the full security and
JL Shepherd & accountability requirements of 10CFR37 would add significant costs to health care, the
20.02 - Assogiates Industrial General |inspection and maintenance of the nation's infrastructure (roads and bridges), to SA Letter 03/09/2017|ML17081A013
manufacturing processes, and to federal, state and local emergency response
operations.
As the on-going alternative technology research has not yet developed full replacement
for the use of sealed sources, we anticipate that the cost of full compliance with existing
JL Shepherd & Category 1 and 2 source regulations, would lead to 1) a loss of cancer treatment options,
20.03 - P! Industrial General |with an increase of patient mortality, 2) a decrease in infrastructure safety, with a SA Letter 03/09/2017|ML17081A013
Associates R . . .
corresponding increase of public mortality, 3) a higher cost of manufactured goods, and
4) a degradation of radiological emergency response capability, which would lead to a
greater public mortality rate in the event of a radiological event.
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20.04

JL Shepherd &
Associates

Industrial

General

The smallest Category 3 source activity is a factor of 10 lower than the smallest Category
2 activity. The concern seems to be that an aggregated amount of Category 3 activity
sources has the potential be obtained to meet a Category 2 threshold. This could be a
range of 2 of the higher activity Category 3 sources to 10 of the lowest activity Category 3
sources. Therefore, we believe that a Graded Approach to the security and accountability
to Category 3 sources should be considered for the preservation of public health and
safety.

SA

Letter

03/09/2017

ML17081A013

20.05

JL Shepherd &
Associates

Industrial

General

Additionally, there seems to be a question if the Categories pertain to only sealed
sources or to any form of radioactive material, which should also be addressed.

SA

Letter

03/09/2017

ML17081A013

20.06

JL Shepherd &
Associates

Industrial

FRN,
General, Q1

No, we believe that current methods of license verification for Category 3 sources should
not be changed to only meet the reporting methods of 10 CFR 37.31. A graded approach
to this activity should be explored, as described in our comments on the philosophy of
this response.

LvVS

Letter

03/09/2017

ML17081A013

20.07

JL Shepherd &
Associates

Industrial

FRN,
General, Q2

We believe that there would be an increase of the source safety and security if Category
3 sources were capable of being checked in some form but not in the NRC License
Verification System (LVS) or the licensees transferring authority, as LVS currently exists.
Currently LVS queries the National Source Tracking System (NSTS), for source
information. NSTS contains information on sources only and not all forms of radioactive
materials. As part of the Graded Approach, perhaps LVS in its current format can be
used for Category 1 and 2 source transactions. Perhaps a second license system that
contains all radioactive materials licenses (without the NSTS query) so that verification
for Category 3 and two sources and other forms of radioactive materials could be
performed, would be a security asset. Alternately, requiring a regulatory concurrence of
license validity would also be a security asset.

LvVS

Letter

03/09/2017

ML17081A013

20.08

JL Shepherd &
Associates

Industrial

FRN,
General, Q3

License verification through LVS or transferee's license issuing authority, or any license
verification system for Category 3 sources, for manufacturers or distributors should be
carefully considered, and a Graded Approach might be considered. For example, if a
hospital is under contract for periodic replacement of radioactive materials with the
manufacturer, perhaps an annual verification of the manufacturer's license can be
considered. Distributors of radioactive material may or may not have the same
possession limits and security requirements in place as a manufacturer and licenses
should be confirmed. As transfers can be performed between licensees, including
service providers, or facilitated by service providers, license verification should be
required.

LvVS

Letter

03/09/2017

ML17081A013

20.09

JL Shepherd &
Associates

Industrial

FRN,
General, Q4

An addition verification of the material to be transferred, per USNRC's RIS 2014-08, Use
of Aftermarket Sources, should be performed to ensure that the materials are being
legally transferred to the licensee.

LVS

Letter

03/09/2017

ML17081A013

20.10

JL Shepherd &
Associates

Industrial

FRN,
NSTS, Q1

No, not all Category 3 sources should be added to the NSTS. It is our belief that a
Graded Approach should be considered. Perhaps there could be a factor of 5 activity
trigger of a factor of 5 (instead of 10)for inclusion in NSTS. Alternately, instead of adding
Category 3 sources to the existing NSTS, perhaps a mirror NSTS for lower activity
source tracking could be explored. A mirror system would not degrade the security and
reporting requirements of 10CFR37 for Category 1 and 2 sources, and a Graded
Approach for Category 3 sources security might be easier to implement.

LvVS

Letter

03/09/2017

ML17081A013

20.11

JL Shepherd &
Associates

Industrial

FRN,
NSTS, Q2

No, the NRC should not consider the same NSTS reporting requirements for Category 3
sources, as for Category 1 and 2 sources, as we believe a Graded Approach would best
serve public health and safety, while enhancing the security of Category 3 sources.

NSTS

Letter

03/09/2017

ML17081A013
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As NSTS is not a real time system, inclusion of Category 3 sources would not increase
_ JL Shepherd & . FRN, the immediacy of inclusion of these sources on the system. That being said, we believe
20.12 Associates Industrial NSTS, Q3 [that reporting transfers of Category 3 sources should be considered for accountability NSTS Letter 03/09/2017|ML17081A013
purposes.
Yes there would be an increase of safety and security of Category 3 sources for including
_ JL Shepherd & . FRN, Category 3 sources in NSTS; however a cost benefit analysis should be performed. If our
2013 Associates Industrial NSTS, Q4 [general philosophy comments are taken into consideration, would public health and NSTS Letter 03/09/2017|ML17081A013
safety be degraded and to what extent?
With the increase of the number of sources entered into NSTS, there is the very real
20.14 _ JL Shep_herd & Industrial FRN, possibility of the_lncrease of having dup!lca'Fe sou_rce serial r_1umbers. Prior to NSTS, Cred&SysArc Letter 03/09/2017 |ML17081A013
Associates NSTS, Q5 [manufacturers did not seem to be creative in serial numbering systems and we have
found identical serial number systems used between manufacturers.
_ JL Shepherd & . FRN, We are already registered for access to LVS. Many of our clients are not and would most
2015 Associates Industrial LVS, Q1 |likely use alternative methods of reporting; just as they do for NSTS. LVS Letter 03/09/2017]ML17081A013
20.16 - JL Shepherd & Industrial FRN, How many sources transferred is proprietary information LVS Letter 03/09/2017|ML17081A013
) Associates LVS, Q2 Y prop i )
20.17 _ JL Shepherd & Industrial FRN, Unknown, no guidelines are established as the definition of an "established LVS Letter 03/09/2017 |ML17081A013
Associates LVS, Q3 |manufacturer.
20.18 _ JL Shepherd & Industrial FRN, Yes, we have online access to LVS. Many license inquiries are redirected to the issuing LVS Letter 03/09/2017 |ML17081A013
Associates LVS, Q4 |agency.
JL Shepherd & FRN, NSTS We are already registered for access to NSTS. Many of our clients are using the
20.19 - P Industrial | licensees, readyreg . ~vany 9 NSTS Letter  |03/09/2017 |ML17081A013
Associates al alternative methods of reporting.
JL Shepherd & FRN, NSTS Any NSTS issues are resolved by the help desk. They are extremely helpful when
20.20 - P! Industrial | licensees, | > y p desx. They yhelp NSTS Letter  |03/09/2017 |ML17081A013
Associates Q2 something occurs, usually a reset of Internet Explorer.
20.21 - JL Shepherd & Industrial FRN, We are not an Agreement State, so cannot answer these questions. LVS Letter 03/09/2017|ML17081A013
Associates LVS, AS
20.21 - JL Shepherd & Industrial FRN, We are not an Agreement State, so cannot answer these questions. NSTS Letter 03/09/2017|ML17081A013
Associates NSTS, AS
We believe that a Graded Approach should be taken for physical security of Category 3
sources, with a specific approach to the aggregate quantity of Category 3 sources.
_ JL Shepherd & . FRN, Perhaps there could be a factor of 5 activity trigger (instead of 10), depending on what
20.22 Associates Industrial Security, Q1 |information the NRC receives from hospitals, first responders and other entities that use SA Letter 03/09/2017 ML 17081A013
different quantities of these materials. It would be much harder to accumulate 5 sources
instead of duplicating and order for 2 sources.
Yes, if the increase of security for Category 3 sources is determined to be beneficial and
not degrading to public health and safety; then a revision of general licenses should be
20.23 _ JL Shepherd & Industrial FRN, 90n5|dered. We be!leve that aII.Catego'ry 1 and 2 sources should require a spec!ﬂc GLDs Letter 03/09/2017 |ML17081A013
Associates Security, Q2 [license and be subject to security requirements. For Category 3 sources, we believe that
the cost benefit analysis should be performed, and that the benefits of the use of the
material be included, not just the activity.
Lvnne A As acknowledged in the January 9, 2017 Federal Register notice (82 FR 2399), this is
21.01 F;Iiroben.t self Medical General |not a new issue. The NRC first published the proposed rule on “Expansion of NSTS NSTS Letter 03/10/2017 |ML17087A267
[National Source Tracking System] in the Federal Register on April 2008 (73 FR 19749).
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21.02

Lynne A.
Fairobent

self

Medical

General

Numerous radiation oncology facilities employ high-dose-rate remote after loader (HDR)
systems in the treatment of disease, particularly for gynecological, prostate, and breast
cancers. The additional tracking and potential security, beyond that currently in force
through U.S. Nuclear Regulatory Commission (NRC) (10 CFR Part 37) and equivalent
Agreement State regulations, would impose additional costs on these treatment facilities;
costs which would result in significant increases in the cost of medical care for these
patients. Many of these cancer care facilities are freestanding and it is likely that a
significant number of these institutions would be forced to halt HDR treatments, denying
care to many patients.

NSTS

Letter

03/10/2017 |ML17087A267

21.03

Lynne A.
Fairobent

self

Medical

General

Hospitals and health systems are already experiencing financial hardship due to changes
in the way healthcare is delivered and paid for in this country. Adoption of this proposed
regulation may make it more difficult for facilities to maintain their existing equipment and
could potentially require them to purchase newer machines even though their current
equipment has not outlived its usefulness. Most of the nominally equivalent replacement
equipment fails to provide the quality treatments of the current equipment, and in some
cases, can pose a safety hazard for patients.

SA

Letter

03/10/2017 |ML17087A267

21.04

Lynne A.
Fairobent

self

Medical

General

In the end, patients may have less access to the latest treatment options or they will pay
dramatically more to obtain the benefits of those treatment options. Even if one
presumes that third-party payers (government and commercial) will adjust their
reimbursement rates to reflect these higher costs, historically it can take two years or
longer for these payment adjustments to make their way through the system. In the
meantime, facilities will have incurred the costs to perform the upgrade and often must
wait two or more years to obtain reimbursement rates that reflect those added costs. This
alone could create a significant cash-flow problem for many institutions. Oftentimes these
devices and equipment are the only option for treatment of certain cancers or tumors.
Imposing barriers to facilities for housing this type of diagnostic and treatment equipment
will significantly reduce the physical number of these pieces of equipment which gives
patients fewer options at a higher cost.

SA

Letter

03/10/2017 [ML17087A267

21.05

Lynne A.
Fairobent

self

Medical

FRN,
General, Q1

The current regulatory system allows NRC and Agreement States to identify licensees
that possess Category 3 sources, and to monitor the location and movement of the
sources through the licensing and inspection program. Is it the current regulatory system
that is not sufficient or is it that there are not adequate resources to establish a more
rigorous pre-licensing, inspection and enforcement program to ensure licensee
compliance with existing requirements without increasing the regulatory burden on the
licensees. | believe that the latter is possibly true and therefore both NRC and Agreement
States may need additional resources to ensure the existing regulatory system remains
effective.
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21.06

Lynne A.
Fairobent

self

Medical

FRN,
NSTS, Q1

During the 2009 discussions on include Category 3 sources in the NSTS, the robustness
of the system was raised. | continue to be concerned on whether the system can handle
the additional Category 3 sources. Including Category 3 sources will increase not only the
total number of sources in the system but the number of licensees needing to interact
with NSTS.

Cred&SysArc

Letter
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21.07

Lynne A.
Fairobent

self

Medical

FRN,
LVS, Q2

At the January 31, 201, public meeting at NRC headquarters, NRC stated there are
currently approximately 1,400 Category 1 and 2 licensees representing approximately
75,000-80,000 sources. NRC staff also stated that there are approximately 5,500
Category 3 licensees of NRC and Agreement state licensees (NRC ~ 600 licensees of
the 5,500 cat 3). However, this does not indicate how many additional sources would be
added to the Licensee Verification System (LVS) or the NSTS.

NSTS

Letter
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In 2009, the discussion indicated that before including Category 3 sources, a detailed
impact analysis should be performed for the expansion of NSTS to include Category 3
Lynne A. . FRN, reflecting the significantly larger number of licensees impacted. To date, | don’t believe
2108 Fairobent self Medical NSTS, Q5 |this impact analysis has been conducted nor made publicly available. Prior to a staff SA Letter 03/10/2017|ML17087A267
recommendation to the Commission is made, the results of this should be completed and
provided for public comment.
21.09 Lypne A. self Medical FRN, If Category 3 sources are ad.deq: will the system become diluted thus masking the ability NSTS Letter 03/10/2017 |ML17087A267
Fairobent NSTS, Q4 |to focus on sources of risk significance.
It is unclear whether NRC and the Agreement State have or will have adequate
resources to handle the increased workload if Category 3 sources are added to the
Lynne A FRN system. It is also unclear what the resource burden would be on Category 3 licensees.
21.10 h ; self Medical ’ More and more demands are being made to medical licensees which could impact SA Letter 03/10/2017|ML17087A267
Fairobent NSTS, Q5 . . . ) . .
patient safety. There has been no discussion as to how these requirements will be paid
for. 1 urge NRC to complete a cost/benefit analysis addressing the regulatory burden prior
to a final decision.
At the January 31, 2017 meeting, NRC staff stated that roughly 30 - 40 percent of
Lynne A. . FRN, category 1 and 2 licensees do not electronically upload the data. Licensees have chosen
211 Fairobent self Medical NSTS, Q3 |instead to fax or email their data which must then be uploaded to the system, thus Cred&SysArc Letter 03/10/2017|ML17087A267
causing a delay in the information and introducing errors in data entry.
In today’s world, the issue of cyber security cannot be ignored. Although part of the
argument for including Category 3 sources in to provide better traceability of radioactive
Lynne A. . FRN, sources, does it truly make sense to put all information into one database? Has an
2112 F;lirobent self Medical NSTS, Q5 [analysis of the vulngrability of the system been conducted? | urge NRC and the Cred&SysArc Letter 03/10/2017|ML17087A267
Agreement States to consider the potential from a cybersecurity risk and to provide the
results prior to a final decision.
My view on the need to include Category 3 radioactive sources in enhanced security
regulations has not changed since 2009. | believe that if someone wants to circumvent
21.13 Ly_nne A. self Medical General any system, they may be able to. The question that needs to be answered, if the current SA Letter 03/10/2017 |ML17087A267
Fairobent system any less safe and secure that the proposed changes? There has not been
sufficient justification provided to demonstrate the new proposed requirements would
result in a more secure regulatory system.
Lynne A | believe that the current regulatory system provides for the safe use of radioactive
21.14 Fairoben't self Medical General |materials. Until a true cost/benefit and risk analysis is conducted, | do not believe there is SA Letter 03/10/2017|ML17087A267
sufficient justification to implement the changes proposed.
After significant consideration, the Group believes that the NRC should not revise its
. regulations regarding the security and accountability of Category 3 quantities of
Roland ’ Pillsbury . byproduct material. *
22.01 Winthrop Shaw| Industrial General |, " . SA Letter 03/10/2017|ML17081A018
Backhaus ) ‘As noted below, the Group offers no comment as to the desirability of revising the
Pittman LLP . X X . . X !
NRC's regulations regarding the security and accountability of either source material or
special nuclear material.
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22.02

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

General

The SSA WG notes that, as described below in more detail, the NRC's approach to
regulating the possession and transfer of varying quantities of radioactive material is
based on extensive and recurring evaluations performed by both the International Atomic
Energy Agency ("IAEA") and the NRC over the course of several decades. More
specifically, the IAEA has conducted a thorough evaluation of the radioisotopes - and the
quantities of those isotopes - that could pose a threat to safety and security. The IAEA's
Code of Conduct on the Safety and Security of Radioactive Sources ("Code of Conduct")
documents that evaluation and the conclusions therefrom. The Code of Conduct
established a tiered approach to the management and regulation of certain radioactive
isotopes by establishing five 'categories' which account for the risk significance of certain
quantities of those radioisotopes.

SA

Letter

03/10/2017

ML17081A018

22.03

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

General

Separately, the U.S. Department of Energy ("DOE") and the NRC reviewed the chemical,
physical, and radiological characteristics of each isotope that is licensed in the United
States for its attractiveness to a terrorist. This effort identified 16 isotopes that could pose
a serious threat to people and the environment if used malevolently. This effort further
identified the quantities (or "thresholds") of materials that could pose a terrorism risk. The
DOE and NRC's findings regarding risk significance of specific quantities of each isotope
closely correspond to the IAEA's findings. The NRC adopted the IAEA's Category 1 and
Category 2 threshold quantities to provide consistency between domestic and
international efforts for security of radioactive materials that are deemed to be attractive
targets for malevolent use.

SA

Letter

03/10/2017

ML17081A018

22.04

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

General

In order to provide for a periodic review of the regulations in light of new developments,
Congress established an inter-agency Task Force on Radiation Source Protection and
Security ("Task Force) in 2005. In 2006, and every four years thereafter, the Task Force
has evaluated developments regarding the security and accountability of radioactive
material and the extent to which those developments counsel for revisions to the NRC's
regulations regarding source security and accountability. None of the three Task Force
reports that have been issued to date suggest that the NRC should revise its regulations
related to the use and transfer of Category 3 quantities of radioactive material in the way
that (it appears) the NRC is currently considering. *

*See Radiation Source Protection and Security Task Force Report (August 2006)
available at https://nrc.gov/reading-rm/doc-collections/ congress-
docs/correspondence/2006/president-08-15-2006.pdf; Radiation Source Protection and
Security Task Force Report (August 2010) available at Radiation Source Protection and
Security Task Force Report, August 2010) available at
https://nrc.gov/sccurity/byproduct/2010-task-force-report.pdf; and Radiation Source
Protection and Security Task Force Report (August 2014) available at
https://nrc.gov/security/byproduct/2014-task-force-report.pdf.
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The risk to public health and safety aggregating RAM was well known to the IAEA, the
NRC, and the Task Force throughout all relevant periods.
Despite this risk, however, the NRC has developed and maintained a regulatory structure
Roland Pillsbury which rightly recognizes the different risks to public health and safety arising from each
22.05 Backhaus Winthrop Shaw| Industrial General |category of RAM. Specifically, NRC regulations regarding the physical security of the SA Letter 03/10/2017{ML17081A018
Pittman LLP source, the transfer of the source (and the reporting of the transfer of the source), and
the manner in which the source is tracked, become more stringent as the quantity of a
particular isotope becomes more risk significant. This regulatory structure accounts for
increased risk to public health and safety arising from aggregation of RAM.
The SSAWG is aware that recent investigations by the Government Accountability Office
("GAQ") have caused the NRC to reevaluate regulations regarding the security and
accountability of Category 3 quantities of RAM. The Group notes that the NRC has
Roland Pillsbury evaluated the risks posed by the aggregation of RAM in the past, and that the NRC has,
22.06 Backhaus Winthrop Shaw| Industrial General |as a result of those evaluations, established and maintained a regulatory system which SA Letter 03/10/2017|ML17081A018
Pittman LLP promotes a balanced approach to managing those risks. The SSAWG is unaware of any
fact that changes the validity of the NRC's previous evaluations or the NRC's conclusions
based thereon. The Group believes that the NRC and the Agreement State regulators
were aware of the risks identified by GAO and had evaluated those risks.
Thus, because the NRC's current regulations reflect the evaluations by the IAEA, the
Roland Pillsbury NRC, and the Task Force, and because the bases of those evaluations and their
22.07 Winthrop Shaw| Industrial General |conclusions are still valid, the Group believes that the NRC should not revise its SA Letter 03/10/2017|ML17081A018
Backhaus ) . ’ ; o "
Pittman LLP regulations regarding the security and accountability of Category 3 quantities of
byproduct material.
The SSA WG understands that the GAO's 2014-2015 investigation precipitated the
NRC's current evaluation as to whether it is necessary or desirable to revise NRC
regulations or processes governing source security and accountability. The SSA WG
Roland Pillsbury also understands that the investigation identified certain weaknesses in the application of
22.08 Backhaus Winthrop Shaw| Industrial General |one Agreement State's prelicensing guidance which allowed that state's regulator to SA Letter 03/10/2017|ML17081A018
Pittman LLP issue a RAM license to the GAO investigator. The SSA WG further understands that the
GAO investigator placed an order for a Category 3 source, altered the license, and
placed a second order for another Category 3 source, thereby allowing the GAO
investigator to acquire an aggregated Category 2 quantity of RAM.
Roland Pillsbury Thus, the GAO identified two types of weaknesses. First, the GAO identified certain
22.09 Winthrop Shaw| Industrial General |weaknesses in the application of one Agreement State's prelicensing activities. The SSA SA Letter 03/10/2017|ML17081A018
Backhaus ) - )
Pittman LLP WG offers the following observations.
First, the extent to which the findings of the GAQO's investigation suggest a programmatic
weakness in the pre-licensing activities of any regulator - Agreement State or NRC - is
) unclear. Rather, the GAO investigation merely identified one instance of one reviewer in
Roland Pillsbury one Agreement State's regulator not adhering to non-mandatory guidance regarding the
22.10 Winthrop Shaw| Industrial General ) ; - . ) SA Letter 03/10/2017|ML17081A018
Backhaus Pittman LLP performance of pre-licensing activities. The Group believes that, while the GAO
investigation's findings serve as a data point which should be considered, the NRC
should not understand, without more, that a programmatic weakness in regulators'
prelicensing activities exists.
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Second, it is important to note that regulators conduct pre-licensing activities in
) accordance with non-mandatory guidance, and not in accordance with a mandatory
Roland Pillsbury rocess. Accordingly, and assuming that the application of the non-mandatory guidance
22.11 Winthrop Shaw|  Industrial General  |° : 9y ingt PP n-mancatory g SA Letter  |03/10/2017 |ML17081A018
Backhaus Pittman LLP would prevent the regulator from issuing a RAM license to an entity which should not
possess that license, the NRC and Agreement States could consider making that
guidance mandatory.
Finally, the GAQO's identification of weaknesses in a regulator's application of prelicensing
guidance, no matter how prevalent, is unrelated to any activity that a licensee undertakes
Pillsbury pursuant to its RAM license. Nonetheless, the vast majority of the NRC's Questions
2212 Roland Winthrop Shaw|  Industrial General contemplate revisions to the NRC's regulatlons that, if approved, woulq _place a burden SA Letter 03/10/2017 |ML17081A018
Backhaus Pittman LLP not on the regulator, but rather on the licensee. The Group notes that it is unclear how
any of the proposed revisions to the NRC's regulations contemplated by the NRC's
Questions would remedy any weakness within the regulator to appropriately perform pre-
licensing activities.
Second, the GAO identified the fact that a nefarious Category 3 licensee could alter his
. paper radioactive material license, and that, because transferors of Category 3 quantities
Roland Pillsbury of RAM are not required to verify the transferee's license via the License Verification
22.13 Winthrop Shaw| Industrial General " " d Y " . SA Letter 03/10/2017|ML17081A018
Backhaus Pittman LLP System ("LVS"), and because transfers of Category 3 quantities of RAM are not required
to be tracked with the NSTS, such a licensee could obtain RAM in quantities greater than
that which is allowed by the license.
In light of these findings, the GAO recommended that the NRC require that licensees
Roland Pillsbury track Category 3 sources in the NSTS, and that transferors of Category 3 sources verify
22.14 Winthrop Shaw| Industrial General |the transferees' licenses before transferring the RAM, among other recommendations. NSTS Letter 03/10/2017|ML17081A018
Backhaus . ) . . X .
Pittman LLP Although these recommendations seem reasonable, there are practical difficulties with
their application, as described in more detail below.
) Thus, the Group believes that the revisions to the NRC's regulations that the NRC is
Roland Pillsbury currently contemplating are either unrelated to the weaknesses identified by the GAO
22.15 Winthrop Shaw|  Industrial General Y plating oy the AL, SA Letter  |03/10/2017 |ML17081A018
Backhaus Pittman LLP and are therefore unlikely to remedy those weaknesses, or would be practically difficult to
implement.
. It appears that the revisions to the regulations that the NRC is considering presuppose
Roland Pillsbury the presence of a nefarious licensee. More specifically, it appears that those revisions
22.16 Winthrop Shaw|  Industrial General presen - Viore sp Y. It appears that : SA Letter  |03/10/2017 |ML17081A018
Backhaus ) are solely intended to prevent a nefarious licensee from possessing via aggregation
Pittman LLP » ) o : . Lo
quantities of RAM in excess of the quantities which he is otherwise licensed to possess.
The Group offers the following observations. First, the SSA WG is unaware of any case -
other than the cases documented in the GAO Report* -- in which a nefarious licensee
) has attempted to aggregate risk significant quantities of RAM by altering a RAM license
Roland Pillsbury and placing orders for RAM with vendors. If such an occurrence is uncommon or
22.17 Winthrop Shaw| Industrial General p. 9 A ) L ) . SA Letter 03/10/2017|{ML17081A018
Backhaus . nonexistent, the NRC should reconsider the revising its regulations in response to the
Pittman LLP ) . .
potential, but as of yet speculative, risk.
*GAO0-16-330, "Nuclear Security: NRC Has Enhanced the Controls of Dangerous
Radioactive Materials, but Vulnerabilities Remain" (July 2016).

52



Comments Received from Category 3 Source Security and Accountability Public Meetings and Federal Register Notice (82 FR 2399)

Bins: LVS: License Verification System NSTS: National Source Tracking System WBL: Web-Based Licensing System SA: Assessment of Safety and Security Cred&SysArc: Credentialing and General System Architecture GLDs: Generally Licensed Devices
Unique .. o Stakeholder FRN . Comment Date .
\dentifier Individual Organization Type Question Comment Bin Format Written Accession No.
Second, if the NRC understands that there is an unacceptable risk that a nefarious
licensee could take an action that is inconsistent with preserving public health and safety,
Pillsbury the NRC should consider what additional measures regulators can and should take to
22.18 Roland \\inthrop Shaw| Industrial | General [Prévent @ nefarious person from becoming a licensee or occupying a role within a SA Letter  |03/10/2017|ML17081A018
Backhaus Pittman LLP licensee to order, accept, or otherwise handle RAM. Such an approach would mitigate
the potential risk to public health and safety while not additionally burdening licensees
whose activities are not nefarious and who operate in accordance with the NRC's and
Agreement States' regulatory frameworks.
. Thus, the Group believes that, if the NRC is concerned with the potential activities of a
Roland Pillsbury nefarious licensee (or a nefarious person within a licensee who has access to RAM), the
22.19 Winthrop Shaw| Industrial General . - p ’ SA Letter 03/10/2017{ML17081A018
Backhaus ) NRC should consider additional measures that the regulator can and should take to
Pittman LLP . ) ) )
prevent that person from becoming a licensee or otherwise having access to RAM.
It appears that the NRC is considering revising its regulations to require that transferors
of Category 3 quantities of RAM use the LVS to verify the proposed transferee's license*
and that transferors track the transfers of Category 3 sources via the NSTS.**
. *See, e.g., General Questions Related to License Verification, Question 1, asking
Roland Pillsbury "Should the current methods for verification of licenses prior to transferring Category 3
2220 1 Backhaus WF',rl‘ttt:Zﬁ flr_‘:‘” Industrial | General | ities of radioactive material listed in 10 CFR 30.41(d)(1)-(5), 10 CFR 40.51(d)()-(5), SA Letter |03/10/2017 ML 17081A018
and 10 CFR 70.42(d)(1)-(5) be changed such that only the methods prescribed in 10 CFR
37.71 are allowed?"
**See, e.g., General Questions Related to the NSTS, Question 1, asking, "Should
Category 3 sources be included in the NSTS? Please provide a rationale for your
answer."
The Group offers the following observations. First, to the extent that the NRC is
Pillsbury considering such revisions to make it more difficult for a nefarious licensee to aggregate
22 21 Roland Winthrop Shaw|  Industrial General rlsk S|gn|f|F:ant quantities of RAM, the Group observes that the NRC myst similarly revise NSTS Letter 03/10/2017 |ML17081A018
Backhaus ) its regulations to also require transferors to track Category 3 sources via the NSTS, as
Pittman LLP ) : ) . .
the use of just one of the systems will not create a meaningful impediment to that
nefarious licensee.
Second, the Group observes that, should the NRC revise its regulations to require that
Roland Pillsbury transferors use the LVS to verify a proposed transferee's license, that the NRC must be
22.22 Backhaus Winthrop Shaw| Industrial General |able to ensure that both the LVS and the NSTS are maintained perfectly current in order SA Letter 03/10/2017|ML17081A018
Pittman LLP to both permit authorized transfers of RAM and to prevent unauthorized transfers of
RAM.
Roland Pillsbury Third, the Group observes that, in order to be most effective at preventing the transfer of
22.23 Backhaus Winthrop Shaw| Industrial General |RAM to a nefarious licensee, the NRC should require that the transferor reflect the NSTS Letter 03/10/2017|ML17081A018
Pittman LLP transfer of RAM in the NSTS prior to shipping the RAM to the transferee.
) Finally, the Group observes that, even where the NRC requires the use of the LVS and
Roland Pillsbury the NSTS as described just above, a nefarious licensee could nonetheless aggregate
22.24 Winthrop Shaw| Industrial | General [0 "> ed] > 8 ek °SS 800req SA Letter  [03/10/2017|ML17081A018
Backhaus ) risk significant quantities of RAM by placing orders for Category 4 quantities of RAM or
Pittman LLP
by other means.
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As noted above, the Group believes that the NRC should not revise its regulations
regarding the security and accountability of Category 3 quantities of byproduct material.
Roland Pillsbury Nonetheless, should the NRC revise its regulations to require that licensees use the LVS
22.25 Winthrop Shaw| Industrial General |and the NSTS, it should understand that such revisions can only provide a meaningful SA Letter 03/10/2017|ML17081A018
Backhaus . ) ) - ) . - A "
Pittman LLP impediment to a nefarious licensee seeking to obtain risk significant quantities of RAM
via aggregation where the NRC requires the use of both the LVS and the NSTS and
where both systems are maintained perfectly current.
It appears that the NRC is considering revising its regulations related to the security and
Roland Pillsbury accountability of Category 3 quantities of RAM so as to make them more stringent
22.26 Backhaus Winthrop Shaw| Industrial General |regarding license verification, tracking, and physical security. It appears that the NRC is SA Letter 03/10/2017|ML17081A018
Pittman LLP considering doing so only for the isotopes listed in 10 C.F.R. Part 37 Appendix E and 10
C.F.R Part 20 Appendix A.
The Group observes that several entities in the oil & gas and petrochemical industries
use either or both Cs-137 and/or Ba-133, among other isotopes. Whereas Cs-137 is
Roland Pillsbury listed in both appendices, and would, therefore be regulated in the more stringent
22.27 Backhaus Winthrop Shaw| Industrial General |fashion, Ba-133 is not listed in either appendix, and would, therefore not be regulated in a SA Letter 03/10/2017|ML17081A018
Pittman LLP more stringent fashion. To the extent that an entity uses Cs-137 and not Ba-133, that
entity would be significantly disadvantaged by the more stringent regulations as
compared to an entity which uses Ba-133 and not Cs-137.
Pillsbury Should the NRC re_vise its r(-)_gulations_relate_d to the security and accouqtability of
22.28 Roland 1\ ihrop Shaw|  Industrial General  |C2tegory 3 quantities of the isotopes listed in 10 C.F.R. Part 37 Appendix E and 10 SA Letter  |03/10/2017 |ML17081A018
Backhaus R C.F.R Part 20 Appendix A so as to make them more stringent, entities that use those
Pittman LLP ) : ) L . . .
isotopes would likely experience a significant and disproportionate commercial burden.
The Group believes that the NRC should not revise its regulations as described. The
bases for the Group's belief are provided below.
10 C.F.R. 30.41(d)(1)-(5), 10 C.F.R. 40.51(d)(1)~(5), and 10 C.F.R. 70.42(d)(1)-(5),
respectively, provide the means by which a transferor of byproduct material, source
material, and special nuclear material may verify that the proposed transferee's license
Roland Pillsbury FRN authorizes it to possess those materials. More specifically, these sections allow a
22.29 Backhaus Winthrop Shaw| Industrial GeneraI’ a1 transferor of those radioactive materials to review a copy of the transferee's license SA Letter 03/10/2017{ML17081A018
Pittman LLP ’ provided to him by the transferee. 10 C.F.R. 37.71 provides the means by which a
transferor of Category 1 and 2 quantities of RAM may verify that the proposed
transferee's license authorizes it to possess those quantities of RAM. More specifically,
this section provides that a transferor of those quantities of RAM must verify the
proposed transferee's license via either the LVS or alternate means, which includes the
use of the NRC Form 749.
Roland Pillsbury ERN The Group offers no comment as to the desirability of requiring that transferors of source
22.30 Winthrop Shaw| Industrial ! material or special nuclear material verify the proposed transferee's license in LVS Letter 03/10/2017|ML17081A018
Backhaus ) General, Q1 )
Pittman LLP accordance with 10 C.F.R. 37.71.
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22.31

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q1

The Group, however, offers the following observations regarding the desirability of
requiring that transferors of byproduct material verify the proposed transferee's license in
accordance with 10 C.F.R. 37.71. First, it seems necessary that, for a transferor to verify
a proposed transferee's license, the proposed transferee must in fact possess a physical
license. The SSA WG observes that many entities that possess Category 3 sources do
so pursuant to the general license provided at 10 C.F.R. 31.5 and the corresponding
Agreement State regulations. Where a general license authorizes the use and
possession of RAM, the licensee does not possess a physical license, but rather relies
on the license provided in the regulation. Should the NRC require that transferors of
Category 3 quantities of byproduct material verify the proposed transferee's license in
accordance with 10 C.F.R. 37.71, proposed transferees would, presumably, need to
become specific licensees so as to possess a physical, verifiable, license.
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03/10/2017

ML17081A018

22.32

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q1

The NRC and Agreement State regulators should consider the burden to the regulator
associated with the issuance of specific licenses to each entity which had previously
possessed Category 3 sources pursuant to a general license. In addition, specific
licensees bear additional cost and regulatory burdens not born by entities which use and
possess RAM pursuant to a general license. The NRC should consider the effect of the
additional cost and regulatory burden on these entities should the NRC require them to
become specific licensees. The cost of applying for a RAM license varies among the
regulators and depending upon the proposed use of the material. The Group notes that
entities that apply for specific licenses often hire radiation safety licensing professionals
to assist in the development of the license application and the related documents and
programs and that the costs for these services are in addition to the fees charged by the
regulator.
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22.33

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q1

Table 1, below, provides a representative sample of the costs which could accrue to a
Category 3 general licensee should the NRC require it to become a specific licensee.

Table 1: Representative Sample of Costs

Cost
Initial
3,100.00

Requirement

Annual

License Fee (NRC Gauge) $

Consultant Fee or In-house Expense to Prepare
Application $

10,000.00

Radiation Survey Equipment (Acquisition and
Annual Calibration, Maintenance and

Replacement) $
Staff Training and Retraining Cost $
RSO Salary and Fringe $

s

5,000.00
10,000.00 | §
105,000.00 | §

500.00
2,000.00
105,000.00
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22.34

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q1

Second, and relatedly, the SSA WG observes that many entities possess certain RAM
pursuant to a specific license and other RAM pursuant to a general license. Should the
NRC require that transferors of Category 3 quantities of byproduct material verify the
proposed transferee's license in accordance with 10 C.F.R. 37.71, proposed transferees
would, presumably, be required to amend their specific licenses such that those
amended specific licenses would additionally authorize the use possession of the
Category 3 quantities of RAM (which the specific licensee would have previously been
able to possess pursuant to a general license). As noted just above, the NRC and
Agreement State regulators should consider the burden to the regulator associated with
the need to review the significant number of license amendment applications requesting
revisions to support the possession of Category 3 quantities of RAM which they would
have previously been able to possess pursuant to a general license. Also as noted just
above, specific licensees bear additional cost and regulatory burdens not born by entities
which possess RAM pursuant to a general license.

GLDs

Letter

03/10/2017

ML17081A018

22.35

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q1

The cost of applying for a license amendment varies among the regulators and
depending upon the proposed use of the material. The Group notes that entities that
apply for amendments to specific licenses often hire radiation safety licensing
professionals to assist in the development of the license amendment application and the
related documents and programs and that the costs for these services are in addition to
the fees charged by the regulator. The NRC should consider the effect of the additional
cost and regulatory burden on these entities should they be required to become
specifically licensed to use and possess Category 3 quantities of RAM.

GLDs

Letter

03/10/2017

ML17081A018

22.36

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q1

Third, the Group further notes that many regulators charge periodic fees to maintain a
specific license and that their reliance on the general license granted in 10 C.F.R. 31.5
and in the corresponding state regulations has allowed licensees to avoid the significant
costs described above while providing for sufficient security and accountability of at-issue
Category 3 sources.

GLDs
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ML17081A018

22.37

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q1

Fourth, because it seems that all entities which use and possess Category 3 quantities of
RAM would need to become specific licensees so as to allow a transferor of Category 3
quantities of RAM to be able to verify the their licenses in accordance with 10 C.F.R.
37.71, itis not clear how the general license provided at 10 C.F.R. 31.5 could continue to
exist.

GLDs

Letter

03/10/2017

ML17081A018

22.38

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q1

Finally, and as noted above, the NRC has historically regulated the use and transfer of
RAM based in part on the category of radioactive material to be used or transferred. In so
doing, the NRC applies a graded approach to regulation. For example, the NRC's current
regulations allow a transferor of Category 3 quantities of RAM to verify the proposed
transferee's license by reviewing a copy of the license provided by the proposed
transferee. Should the NRC revise its regulations to require that that transferor verify the
proposed transferee's license in accordance with 10 C.F.R. 37.71, the NRC would be
blurring one of the distinguishing features of the historical graded approach to the
regulation of RAM.

GLDs
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22.39

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q2

The Group believes that revisions to the NRC's regulations to only allow license
verification as described above would result in only a negligible increase in safety and
security of Category 3 sources. Nonetheless, the Group believes that, if the NRC were to
revise its regulations to require the real-time tracking of Category 3 sources in the NSTS
in conjunction with the revisions described above, a modest increase in safety and
security could result. The bases for the Group's belief are provided below.

NSTS

Letter

03/10/2017

ML17081A018

56



Bins:

Comments Received from Category 3 Source Security and Accountability Public Meetings and Federal Register Notice (82 FR 2399)

LVS: License Verification System NSTS: National Source Tracking System WBL: Web-Based Licensing System SA: Assessment of Safety and Security Cred&SysArc: Credentialing and General System Architecture GLDs: Generally Licensed Devices

Unique
Identifier

Individual

Organization

Stakeholder
Type

FRN
Question

Comment

Bin

Comment
Format

Date
Written

Accession No.

22.40

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q2

As noted above, to the extent that the NRC is considering such revisions to make it more
difficult for a nefarious licensee to aggregate risk significant quantities of RAM, the Group
observes that the NRC must require the use of both the LVS and the NSTS, as the use
of just one of the systems will not create a meaningful impediment to that nefarious
licensee. For example, should the NRC revise its regulations to require only that
transferors verify the proposed transferee's license via the LVS (and do not revise the
regulations to also require the tracking of Category 3 sources in the NSTS), a nefarious
licensee would be able to rely on his unaltered license in the LVS to acquire risk
significant quantities of RAM via aggregation of Category 3 quantities of RAM. The
Group further observes that even if the NRC requires the use of the LVS and the NSTS
as described above, a nefarious licensee would still be able to acquire risk significant
quantities of RAM via aggregation of Category 4 (or Category 5) quantities of RAM.
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22.41

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q3

The Group believes that should the NRC revise its regulations as described above, that
the NRC should consider a more relaxed license verification standard for all transfers of
Category 3 quantities of byproduct material where the transferor is familiar with the
transferee, including, but not limited to transfers to manufacturers and distributors.

LVS

Letter

03/10/2017

ML17081A018

22.42

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q3

The bases for the Group's belief are provided below. The Group understands that the
NRC is considering rev1smg its regulations to require that transferors of Category 3
quantities of RAM verify the proposed transferee's license in accordance with 10 C.F.R.
37.71. The Group also understands that the NRC is considering exempting transfers of
Category 3 quantities of RAM to manufacturers and distributors, and, instead, continuing
to allow those transferors to verify the manufacturer's and distributor's license as
provided in 10 C.F.R. 30.41 (in the case of the transfer of Category 3 quantities of
byproduct material).

LVS
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03/10/2017

ML17081A018

22.43

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q3

First, the Group notes that it favors the continuation of the current graded regulatory
approach regarding the verification of proposed transferees' licenses based on the
Categories of RAM to be transferred. Nonetheless, the Group understands that the NRC
might revise its regulations to require that transferors of Category 3 quantities of RAM
verify proposed transferees' licenses in accordance with 10 C.F.R. 37.71. Should the
NRC do so, the Group supports the use of a less burdensome standard, such as the
method provided in 10 C.F.R. 30.41, for the transfers of Category 3 quantities of RAM to
all licensees with which the transferor is familiar, including, but not limited to,
manufacturers and distributors.
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22.44

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
General, Q3

Second, the Group notes that many licensees are considered manufacturers/distributors
of one type of radioactive material or device, but are not considered
manufacturers/distributors of other types of radioactive material or devices. Thus, it is
unclear whether the NRC is considering a less burdensome standard for transfers of
RAM and devices to manufacturers/distributors regardless of whether the
manufacturer/distributor originally manufactured or distributed the material or device to
be transferred, or only for transfers of RAM and devices to the manufacturers/distributors

which originally manufactured/distributed the specific material or device to be transferred.
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The Group believes that revisions to the NRC's regulations to require licensees to track
Pillsbury Category 3 sources in the NSTS would result in only a negli_gible incregse in safety and
22 45 Roland Winthrop Shaw|  Industrial FRN, segunt}/ of Category 3 sourct'es. Nonetheless, the Group bellevgg that, if the NRC yvere to NSTS Letter 03/10/2017 |ML17081A018
Backhaus ) NSTS, Q1 |revise its regulations to require transferors of Category 3 quantities of RAM to verify the
Pittman LLP . . . .
licenses of proposed transferees in accordance with 10 C.F.R. 37.71, a modest increase
in safety and security could result.
The bases for the Group's belief are provided below. First, and as noted above in the
context of the whether the NRC should require the use of the LVS to verify the proposed
transferee's license, to the extent that the NRC is considering such revisions to make it
more difficult for a nefarious licensee to aggregate risk significant quantities of RAM, the
. Group observes that the NRC must require the use of both the LVS and the NSTS, as
Roland Pillsbury FRN the use of just one of the systems will not create a meaningful impediment to that
22.46 Winthrop Shaw| Industrial ’ ) ! S . ) SA Letter 03/10/2017|ML17081A018
Backhaus Pittman LLP NSTS, Q1 [nefarious licensee. For example, should the NRC revise its regulations to require only
that transferors reflect the transfer of Category 3 sources in the NSTS (and do not revise
the regulations to also require the use of the LVS to verify the proposed transferee's
license), a nefarious licensee would be able aggregate risk significant quantities of RAM
in the same ways that he would be able to aggregate them absent the revision to the
regulations.
Pillsbury The Group fur‘(her observes that e\{en if .the NRC require§ the use of the LYS gnd the
2047 Roland Winthrop Shaw|  Industrial FRN, NSTS as descrlpgd above, a qefarlous Ilcgnsee would still be able to acquire rlsk_ _ SA Letter 03/10/2017 |ML17081A018
Backhaus ) NSTS, Q1 [significant quantities of RAM via aggregation of Category 4 (or Category 5) quantities of
Pittman LLP RAM
Roland Pillsbury FRN tsheclc\)lgdfsthe Grrto'uplof) S: rve;;s] thJat ShOUk; 12'(3)1'\17RFC glequlirlg th?tuseNOft'bOthbﬂlﬁ It_rYSLiTSd
olan . . , e as articulated in the January 9, ederal Register Notice, bo! e
2248 Backhaus WFI’rl]tttrr::ZE EE:W Industrial NSTS, Q1 [and the NSTS must be maintained perfectly current in order to both permit authorized NSTS Letter 03/10/2017|ML17081A018
transfers of RAM and to prevent unauthorized transfers of RAM.
Roland Pillsbury FRN Third, the Group suggests that the NRC consider the ability of the NSTS to effectively
22.49 Winthrop Shaw| Industrial ’ track the many more sources that would be tracked in the system should the NRC NSTS Letter 03/10/2017 |ML17081A018
Backhaus . NSTS, Q1 L .
Pittman LLP require licensees to use it to track Category 3 sources.
Fourth, the Group recognizes the risk to public health and safety that could arise should
Roland Pillsbury FRN the security of the NSTS become compromised by cyberattack or by other means.
22.50 Backhaus Winthrop Shaw| Industrial NSTS ’Q1 Should the NRC require the use of the NSTS to additionally track Category 3 sources, Cred&SysArc Letter 03/10/2017{ML17081A018
Pittman LLP ’ the security of the NSTS against cyber and other threats would become even more
important.
Roland Pillsbury FRN The Group believes that, should the NRC require the tracking of Category 3 sources in
22.51 Backhaus Winthrop Shaw| Industrial NSTS ’Qz the NSTS, it should require that licensees maintain the NSTS perfectly current, and NSTS Letter 03/10/2017|ML17081A018
Pittman LLP ’ should not permit even the delay provided in 10 C.F.R. 20.2207(f).
Roland . Pillsbury . FRN First, and for the reasons provided above, the Group does not believe that the NRC
22.52 Winthrop Shaw| Industrial ’ ’ . . . ' . ] NSTS Letter 03/10/2017|ML17081A018
Backhaus Pittman LLP NSTS, Q2 |should revise its regulations to require the tracking of Category 3 sources in the NSTS.
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Second, the Group notes that the use of the LVS and the NSTS to lessen the risks
Pillsbury associated with the aggregation of RAM by a nefarious licensee is or_1|y meanin_gfullwhen
2253 Roland Winthrop Shaw|  Industrial FRN, both the LVS and the NSTS are maintained perfectly current. The failure to maintain both NSTS Letter 03/10/2017 |ML17081A018
Backhaus Pittman LLP NSTS, Q2 |systems perfectly current could, on one hand, prevent the transfer of RAM that would be
authorized absent a delay, and on the other hand, allow a transfer of RAM to a nefarious
licensee that would be prevented absent the delay.
Roland . Pillsbury . FRN Finally, the Group notes that even the delay in reporting that is permitted by 10 C.F.R.
22.54 Winthrop Shaw| Industrial ’ ' L . . NSTS Letter 03/10/2017|{ML17081A018
Backhaus Pittman LLP NSTS, Q2 [20.2207(f) could precipitate the problems described just above.
For the reasons provided above, the Group believes that the use of the NSTS to track
Category 3 quantities of RAM could only promote safety and security if it was used in
Roland Pillsbury FRN conjunction with the LVS and if both the LVS and the NSTS are maintained perfectly
22.55 Backhaus Winthrop Shaw| Industrial NSTS ’QS current. The Group further believes that even if the NRC requires the use of the LVS and NSTS Letter 03/10/2017|ML17081A018
Pittman LLP ’ the NSTS as described above, that only a modest increase in safety and security could
result as a nefarious licensee would still be able to acquire risk significant quantities of
RAM via aggregation of Category 4 (or Category 5) quantities of RAM..
Pillsbu
22.56 Roland Winthrop gmw Industrial FRN, No. NSTS Letter 03/10/2017 |ML17081A018
Backhaus ) NSTS, Q3
Pittman LLP
Pillsbury The Grgup notes that certain members of the group would (l:olnside_r becorr_ling .
2057 Roland Winthrop Shaw|  Industrial FRN, credentialed to use the LV$ so long as the.NRC allow§ sufficient tlmeT for licensees which CredaSysArc Letter 03/10/2017 |ML17081A018
Backhaus R LVS, Q1 [choose to become credentialed to do so prior to requiring that those licensees use the
Pittman LLP . o
LVS to verify the proposed transferee's license.
Roland ’ Pillsbury . FRN The Group provides the following observations. First, the fact that it takes one month to
22.58 Winthrop Shaw| Industrial ! ) . X Cred&SysArc Letter 03/10/2017 (ML17081A018
Backhaus Pittman LLP LVS, Q1 |become credentialed to use the LVS is not a concern to the Group.
Second, the Group does not fully understand the phrase, "and NRC establishes new
requirements for license verification involving Category 3 quantities of radioactive
material." We assume that the NRC is asking whether, if the NRC ultimately requires
Roland Pillsbury FRN license verification in accordance with 10 C.F.R. 37.71, a licensee which does not
22.59 Backhaus Winthrop Shaw| Industrial LVS Q 1 currently have access to the LVS would apply for access or use alternative methods for LVS Letter 03/10/2017|{ML17081A018
Pittman LLP ’ license verification. Based on that assumption, we again note that the use of the LVS
and the NSTS to lessen the risks associated with the aggregation of RAM by a nefarious
licensee is only meaningful when both the LVS and the NSTS are maintained perfectly
current.
We believe that, unless the NRC was able to process the license verification requests in
real time, the delay associated with the use of the NRC Form 749* could, on one hand,
Roland Pillsbury FRN prevent the transfer of RAM that would be authorized absent a delay, and on the other
22.60 Winthrop Shaw| Industrial ’ hand, allow a transfer of RAM to a nefarious licensee that would be prevented absent the LVS Letter 03/10/2017|{ML17081A018
Backhaus . LVS, Q1
Pittman LLP delay.
* We note that the "Manual License Verification Report" is NRC Form 749, and not NRC
Form 748 is identified in the NRC's question.
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The Group notes that the number of transfers of Category 3 quantities of RAM per period
varies widely depending on the nature of the licensee and that licensee's business,
Roland Pillsbury FRN among other factors. The Group understands that some licensees regularly conduct 10-
22.61 Backhaus Winthrop Shaw| Industrial LVS C’)Z 30 such transfers per month and that other licensees conduct fewer than a single such LVS Letter 03/10/2017|{ML17081A018
Pittman LLP ’ transfer per month. Further, the Group understands that the majority of the transfers of
Category 3 quantities of RAM that are not associated with storage or disposal are
transfers to or from a manufacturer or distributor.
The Group believes that a transferor of Category 3 quantities of RAM should verify the
Roland Pillsbury FRN proposed transferee's license prior to transferring the material. The Group further
22.62 Winthrop Shaw| Industrial ! believes that the NRC's current regulations regarding the verification of a proposed LVS Letter 03/10/2017|ML17081A018
Backhaus . LVS, Q3 " : A . ) . .
Pittman LLP transferee's license rightly recognize the different risks to public health and safety arising
from each category of RAM.
Roland Pillsbury FRN No member of the Group has access the LVS; therefore, the Group cannot comment on
22.63 Winthrop Shaw| Industrial ’ . p ’ ’ P Cred&SysArc Letter 03/10/2017|ML17081A018
Backhaus ) LVS, Q4 [the operability of the LVS.
Pittman LLP
22.64 Winthrop Shaw| Industrial licensees, . . 9 i L A NSTS Letter 03/10/2017|{ML17081A018
Backhaus . which choose to become credentialed to do so prior to requiring that those licensees use
Pittman LLP Q1
the NSTS to track Category 3 sources.
Pillsbury FRN, NSTS . ’ ) : .
22.65 Roland \vinthrop Shaw| Industrial | licensees, || N Group provides the following observations. First, the fact that it takes one month (o | o jeqvenrc | Letter  |03/10/2017|ML17081A018
Backhaus . become credentialed to use the NSTS is not a concern to the Group.
Pittman LLP Q1
Second, the Group does not fully understand the phrase, "and NRC establishes new
requirements for the tracking of Category 3 sources in the NSTS." We assume that the
NRC is asking whether, if the NRC ultimately requires the use of the NSTS to track
Roland Pillsbury FRN, NSTS |Category 3 sources, a licensee which does not currently have access to the NSTS would
22.66 Backhaus Winthrop Shaw| Industrial licensees, |apply for access or use alternative methods for reporting transfers, such as emailing or NSTS Letter 03/10/2017|ML17081A018
Pittman LLP Q1 faxing the NRC Form 748 to the NRC. Based on that assumption, we again note that the
use of the LVS and the NSTS to lessen the risks associated with the aggregation of RAM
by a nefarious licensee is only meaningful when both the LVS and the NSTS are
maintained perfectly current.
We believe that, unless the NRC was able to process the license verification requests in
Roland Pillsbury FRN, NSTS [real time, the delay associated with the use of the NRC Form 748 could, on one hand,
22.67 Backhaus Winthrop Shaw| Industrial licensees, |prevent the transfer of RAM that would be authorized absent a delay, and on the other NSTS Letter 03/10/2017|{ML17081A018
Pittman LLP Q1 hand, allow a transfer of RAM to a nefarious licensee that would be prevented absent the
delay.
Pillsbury FRN, NSTS .
22.68 Roland |\ ihrop Shaw| Industrial | licensees, |N\© member of the Group has access the NSTS; therefore, the Group cannot comment NSTS Letter  |03/10/2017 |ML17081A018
Backhaus ) on the operability of the NSTS.
Pittman LLP Q2
The Group believes that the NRC should not expand the physical security requirements
) for Category 1 and 2 quantities of radioactive material to additionally include Category 3
Roland Pillsbury FRN uantities of byproduct material. The Group offers no comment as to the desirability of
22.69 Winthrop Shaw|  Industrial ([ . yprod! al. The laroup a Y SA Letter  |03/10/2017 |ML17081A018
Backhaus ) Security, Q1 [expanding the physical security requirements for Category 1 and 2 quantities of
Pittman LLP ; . : " ] " .
radioactive material to additionally include Category 3 quantities of source material or
special nuclear material.
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The Group provides the following observations. First, and as noted above, the Group
Pillsbury believes that, be_cause the NRC's current regulations reflect significant evaluation by the
22.70 Roland \\vinihrop Shaw|  Industrial FRN, |IAEA, the NRC itself, and by the Task Force, and because the bases of those SA Letter  |03/10/2017 |ML17081A018
Backhaus ) Security, Q1 |evaluations and their conclusions are currently valid, the NRC should not revise its
Pittman LLP ) ) . " "
regulations regarding the security and accountability of Category 3 quantities of
byproduct material.
Second, to the extent that the NRC's current interest in the potential strengthening of the
Roland Pillsbury FRN physical security requirements for Category 3 quantities of RAM was precipitated by the
22.71 Winthrop Shaw| Industrial . GAO's investigation, the Group observes that the GAO did not identify any weakness in SA Letter 03/10/2017|ML17081A018
Backhaus ) Security, Q1 ) o h
Pittman LLP any of the requirements - or the application of those requirements - related to any
category of RAM.
Roland Pillsbury ERN Third, the Group notes that, to the extent that the physical security of RAM is to prevent
22.72 Winthrop Shaw| Industrial s the loss and/or theft of that material, there have been very few cases of loss or theft in SA Letter 03/10/2017|ML17081A018
Backhaus . Security, Q1 X
Pittman LLP the United States or abroad.
Representatively: In 2012, ten significant events occurred involving the loss of Category
1, 2, and 3 sources. No Category 1 sources, three Category 2 sources, and seven
Category 3 sources were lost, all of which were subsequently recovered, with the
exception of one Category 3 source. The unrecovered Category 3 source was in a
cardiac pacemaker that was buried with the deceased patient.*
*Nuclear Material Events Database, Annual Report, Fiscal Year 2012 (February 2013) at
Roland Pillsbury ERN xi, providing also "[a]ll three of the Category 2 events involved radiography exposure
22.73 Backhaus Winthrop Shaw| Industrial Security’ Q1 devices: one was lost during transportation from a job site, one was stolen from a parked SA Letter 03/10/2017|ML17081A018
Pittman LLP ! truck, and the other was lost during shipment. Three of the seven Category 3 events
involved the incorrect receipt of radioactive material at medical facilities; the sources
were left uncontrolled for a period of time. Two of the Category 3 events involved items
(a radiography exposure device and a well logging source) that were lost during
transportation from jobsites. The other two Category 3 events involved cardiac
pacemakers in deceased patients; one was retrieved by the funeral home before burial
and the other was buried."
In 2013, four significant events occurred involving the loss of Category 1, 2, and 3
sources). No Category 1 sources, ten Category 2 sources, and two Category 3 sources
were lost, all of which were subsequently recovered.*
*Nuclear Material Events Database, Annual Report, Fiscal Year 2013 (March 2014) at xi,
Roland Pillsbury ERN providing also "[t]lwo events involved the loss (and subsequent recovery) of all ten
22.74 Winthrop Shaw| Industrial . Category 2 sources (radiography sources). The sources were lost by a common carrier SA Letter 03/10/2017|ML17081A018
Backhaus ) Security, Q1 ) . ) .
Pittman LLP during shipment from a radiography source manufacturer. Two events involved the loss

(and subsequent recovery) of the Category 3 sources. In the first event, a brachytherapy
source was delivered to a medical facility on a Friday during non-business hours. The
source remained in an unrestricted shipping/receiving area over the weekend. In the
other event, a common carrier delivered a brachytherapy source to the wrong licensee
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22.75

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
Security, Q1

In 2014, eight significant events occurred involving the loss of Category 1, 2, and 3
sources. No Category 1 sources, five Category 2 sources, and three Category 3 sources
were lost, all of which were subsequently recovered.*

*Nuclear Material Events Database, Annual Report, Fiscal Year 2014 (February 2015) at
xi, providing also "[flive events involved the loss (and subsequent recovery) of the
Category 2 sources (radiography sources contained within exposure devices). Two of the
devices were left unattended at temporary jobsites, one device was lost after being left
on the bumper of a truck that was driven away, one device was lost when a tornado
ripped the darkroom off of a radiography truck, and one device was lost by a common
carrier during shipment. Three events involved the loss (and subsequent recovery) of the
Category 3 sources. Two events involved common carriers delivering brachytherapy
sources to the wrong addresses. On the remaining event, a plutonium-powered
pacemaker was sent to a licensee that was not licensed to possess the device.
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ML17081A018

22.76

Roland
Backhaus

Pillsbury
Winthrop Shaw
Pittman LLP

Industrial

FRN,
Security, Q1

In 2015, fourteen significant events occurred involving the loss of 15 Category 1, 2, and 3
sources. Two Category 1 sources, nine Category 2 sources, and four Category 3 sources
were lost; all of which were subsequently recovered except one Category 3 source.*
*Nuclear Material Events Database, Annual Report, Fiscal Year 2015 (March 2016) at xi,
providing also "[t]wo events involved the loss (and subsequent recovery) of Category 1
sources (containers of Ir-192 source wafers/disks) during shipment by common carrier.
Eight events involved the loss (and subsequent recovery) of Category 2 sources. Six of
the events involved radiography devices; three devices fell from trucks en route to
jobsites, two devices were left unattended by the radiographers, and one device was in a
truck that was stolen. The seventh event involved the loss of two radiography sources
during shipment by common carrier. The eighth event involved the abandonment of an
irradiator during an eviction process. Four events involved the loss (all but one source
were subsequently recovered) of Category 3 sources. Two of the events resulted from
errors during shipment by common carrier. One event involved a well logging source that
fell from a truck en route from a jobsite. The fourth event involved a plutonium powered
pacemaker that was buried with a deceased patient; this source was not recovered. A
fifteenth significant event occurred prior to Fiscal Year 2015 and was recently added to
NMED. This event involved the receipt of a Category 3 brachytherapy source at a
hospital on a holiday weekend; no authorized user was present. The source was not
placed into a controlled area for several days.
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Thus, there have been no reported instances of the theft of any Category 1, 2, or 3
source in the last four years. Similarly, all of the sources which have been lost or
abandoned in the last four years have been either recovered or were buried
underground.
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Fourth, the Group notes that none of the three Task Force reports issued to date have
identified any weakness in the physical security requirements associated with Category 3
quantities of RAM.
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Finally, the group notes that, should the NRC revise its regulations to apply the physical
security requirements for Category 1 and 2 quantities of byproduct material to also apply
to Category 3 quantities of byproduct material, the cost of complying with those
requirements is likely to be very high for many licensees. The actual cost of complying
with those requirements varies depending on the amount of RAM a licensee might
possess, the number and locations of the RAM storage locations at which the licensee
possess the material, the manner in which a particular licensee uses the material, the
Roland Pillsbury FRN manner in which the NRC proposes to determine whether a licensee possesses a
22.79 Backhaus Winthrop Shaw| Industrial Security’ a1 Category 3 quantity of RAM (e.g., the use of the unity rule, or a similar rule), and on the SA Letter 03/10/2017{ML17081A018
Pittman LLP ’ manner in which the NRC defines the potential for several Category 4 sources (for
example) to be aggregated. For example, whereas the cost associated with complying
with these expanded regulations might be manageable for a licensee who is licensed to
possess a single category 3 source at a single location to which only one person has
access, the cost to the operator of a refinery could be extremely significant, as refineries
are enormous complexes (which could be treated as a single storage location by the
NRC) at which many Category 3 sources might be located, and to which many people
might have access.
Pillsbury Thg Group recommends that the NRC conduct significqnt outrgach to Iicgnsee_s ina
22 80 Roland Winthrop Shaw|  Industrial FRN, var!e.ty of industries to' better upderstand the cost assogated W|th complying with SA Letter 03/10/2017 |ML17081A018
Backhaus ) Security, Q1 [revisions to the NRC 's regulations regarding the physical security of Category 3
Pittman LLP "
quantities of RAM.
Roland Pillsbury ERN The Group believes that the NRC should not establish maximum quantities in general
22.81 Winthrop Shaw| Industrial L licensed devices, thereby reserving authorization to possess Category 1, 2, and 3 GLDs Letter 03/10/2017|ML17081A018
Backhaus ) Security, Q2 , ) . ) e
Pittman LLP quantities of radioactive material to specific licensees.
The Group provides the following observations. First, and as noted above, the Group
Roland Pillsbury FRN believes that, because the NRC's current regulations reflect significant evaluation by the
22.82 Winthrop Shaw| Industrial . IAEA, the NRC itself, and by the Task Force, and because the bases of those GLDs Letter 03/10/2017|ML17081A018
Backhaus . Security, Q2 - ] . ) o
Pittman LLP evaluations and their conclusions are currently valid, the NRC should not revise its
regulations regarding the activity permitted in generally licensed devices.
Second, to the extent that the NRC's current interest in revising its regulations regarding
Pillsbury Fhe agtivit_y permitted in generally licensed devices_ was precipitated by the GAQ‘s
2283 Roland Winthrop Shaw|  Industrial FRN, |nvest|gat|on, the'Group obsewes that the GAO did not |dent|f¥ any weakn'ess in any GLDs Letter 03/10/2017 |ML17081A018
Backhaus ) Security, Q2 [regulation regarding general licenses (generally) or generally licensed devices
Pittman LLP " . . L A g . .
(specifically), including, but not limited to, the maximum activity permitted to be present in
a generally licensed device.
Finally, should the NRC revise its regulations to provide that a generally licensed device
may only possess less activity than the Category 3/4 threshold activity for a particular
isotope, licensees which currently use devices with Category 3 quantities of byproduct
material would be required to become specific licensees. Representative costs for those
Roland Pillsbury ERN companies to become specific licensees are provided in Table 1, above [Comment
22.84 Winthrop Shaw| Industrial L 22.33]. The Group notes that many licensees in the oil & gas and petrochemical GLDs Letter 03/10/2017|{ML17081A018
Backhaus . Security, Q2 |. . L R . -
Pittman LLP industries conduct activities with Category 3 quantities of byproduct material in generally
licensed devices in several states. Licensees which operate those devices in several
states would, presumably, be required to become specific licensees in each of the states
in which they operate. Thus, those companies would be required to bear some portion of
the costs provided in Table 1, above, several times over.
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Roland Pillsbury After significant consideration, the Group believes that the NRC should not revise its
22.85 Winthrop Shaw| Industrial General |regulations regarding the security and accountability of Category 3 quantities of SA Letter 03/10/2017|ML17081A018
Backhaus . .
Pittman LLP byproduct material
e The OAS concurs with the Conference of Radiation Control Program Directors (CRCPD)
Matthew W. |Organization of Agreement and does not support adding Category 3 materials to the License Verification System
2301 |McKinley, OAS| Agreement | "9 General >upp g Lategory nse ¥s SA Letter  |03/17/2017|ML17083A249
; State (LVS), the National Source Tracking System (NSTS), or require increased security
Chair States
pursuant to 10 CFR 37.
Matthew W. |Organization of Agreement The OAS agrees with NRC Chairman Svinicki and Commissioner Burns that the current
23.02 [McKinley, OAS| Agreement gState General [NRC regulations for transfers of radioactive sources are adequate to protect public health SA Letter 03/17/2017|ML17083A249
Chair States and safety, commensurate with the associated risk.
The NRC provides no other evidence that there is a problem with transferring or
watnen . Jorgrizaonct| oo e et o e e ey e
23.03 |McKinley, OAS| Agreement | "9 General ) rep ual, : owp ' 9 SA Letter  |03/17/2017|ML17083A249
Chair States State acquisition of Category 3 material. By altering the license, the GAO would have been
able to acquire enough Category 3 material to exceed the threshold of Risk Significant
Radioactive Materials.
By adding Category 3 materials to LVS and NSTS, the NRC hopes that this contrived
scenario can be avoided. This is an admirable goal, however, the OAS submits that it will
athow W, |Organzaton o oqmen e o et e
23.04 [McKinley, OAS| Agreement 9 General 9 9 ran Im vy a SA Letter  |03/17/2017|ML17083A249
; State concern may be possessed. Therefore this "fix" may eventually be proven inadequate
Chair States ) . . ) - . ) .
and we may find ourselves faced with this same issue for all radioactive materials. This
would clearly be impractical and counter-productive to ensuring quantities of concern are
under adequate security.
Matthew W. [Organization of Agreement OAS believes that adding Category 3 materials to LVS and NSTS is unnecessary and
23.05 [McKinley, OAS| Agreement gState General |over-burdensome. Agreement States do not have any evidence to share that there is a SA Letter 03/17/2017 |ML17083A249
Chair States problem with the transfer or security of Category 3 sources.
No. There is no evidence that in the current terrorist threat environment that the
o distribution of these sources is not already well controlled. The Agreement State
Matthew W. |Organization of Agreement FRN consensus is that current regulations are adequate to ensure transfers occur safel
23.06 |McKinley, OAS| Agreement | "9 : . . guiations are adequate to v SA Letter  |03/17/2017 |ML17083A249
; State General, Q1 |Changing the regulations to prescribe license verification for Category 3 sources would
Chair States SR ) . . : : )
significantly impact radioactive material and radioactive waste transfers and
transportation without any evidence to suggest current regulations are inadequate.
Matthew W. |Organization of Agreement ERN There is no evidence that there is a security or safety issue with current Category 3
23.07 [McKinley, OAS| Agreement 9 ’ quantity radioactive source transfer practices. Additional requirements may result in SA Letter 03/17/2017|ML17083A249
! State General, Q2 X . . . . . .
Chair States delaying or impeding the completion of a transfer, thus possibly affecting patient health.
As stated by the CRCPD, OAS believes that license verification is important for all
Matthew W. |Organization of Agreement FRN entities transferring radioactive sources, however, for Category 3 quantities or lower,
23.08 [McKinley, OAS| Agreement 9 ’ requiring LVS is not justified. If NRC choses to proceed with this requirement, the OAS LVS Letter 03/17/2017 |ML17083A249
; State General, Q3 . . . "
Chair States believes that licensees transferring Category 3 quantities to manufacturers and
distributors be excepted.
Matthew W. [Organization of Agreement FRN The NRC should supply more evidence that the current system is not adequate regarding
23.09 [McKinley, OAS| Agreement 9 ’ the security of Category 3 sources and then perform a cost benefit analysis to support SA Letter 03/17/2017 |ML17083A249
; State General, Q4 . " ) .
Chair States their position that the regulations should be revised.
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OAS does not believe that Category 3 sources should be included in the NSTS. The
NRC has not provided supporting evidence of data that the existing regulatory approach
it . Joizsin ] e | e e
2310 [McKinley, OAS| Agreement | ~9 ’ ; \gree q NSTS Letter  |03/17/2017 |ML17083A249
Chair States State NSTS, Q1 [would add to the safety and security, considering that Inspectors regularly check that
inventories are within the licensing limits. The NRC estimates that there are 30,000-
40,000 Category 3 sources in use or storage. The added burden to all involved is not
justified by the rationale that the NRC presented.
Matthew W. |Organization of Agreement FRN
23.11 [McKinley, OAS| Agreement 9 ’ No. NSTS Letter 03/17/2017|ML17083A249
; State NSTS, Q2
Chair States
thow W. |OTEaion o roament | PR, e e A . OB
2312 |McKinley, OAS| Agreement | "9 ’ q . iad signiticantly guiatory bur ' NSTS Letter  |03/17/2017|ML17083A249
; State NSTS, Q3 |does not believe that a possible missing source would be investigated any sooner
Chair States o ) o s
considering normal delays in the realization of a problem and communications.
o No. The OAS has no evidence or data to answer this question. Just as the NRC has no
Matthew W. |Organization of Agreement FRN evidence or data to justify requiring Category 3 sources be included in NSTS. OAS
2313 |McKinley, OAS| Agreement | "9 : \ Justily requiring &ategory S NSTS Letter  |03/17/2017|ML17083A249
! State NSTS, Q4 |believes that errors in deliveries would still occur and that common carriers do an
Chair States . . )
adequate job of tracking. NSTS cannot prevent packaging errors.
Matthew W. |Organization of Agreement FRN See #4 under LVS questions. The extra cost of maintaining the larger database, and the
23.14 [McKinley, OAS| Agreement 9 ; introduction of additional errors with additional data entry are additional reasons for not Cred&SysArc Letter 03/17/2017|ML17083A249
; State NSTS, Q5 |. . .
Chair States including Category 3 sources in NSTS.
The fact that the NRC is asking this question makes it clear that there would be an
unbearable burden if Category 3 sources were included in NSTS. The OAS agrees with
Matthew W. [Organization of Agreement FRN, Colorado and other Agreement States, that if NRC discontinued the annual inventory
23.15 [McKinley, OAS| Agreement gState NSTS, AS |reconciliation, Agreement States would most likely perform the reconciliation through NSTS Letter 03/17/2017 |ML17083A249
Chair States Q1 their inspection program. The OAS agrees with North Carolina that the purpose of NSTS
is to provide a national database. The NRC is the single point of contact in maintaining
the database and should remain so since it is more efficient and cost effective.
Matthew W. |Organization of . . . .
2316 |McKinley, OAS| Agreement Agreement FR_N, No. Part 1_37 requirements for physical security would be problematic for fixed gauges and SA Letter 03/17/2017 |ML17083A249
; State Security, Q1 [for HDR licensees.
Chair States
Matthew W. |Organization of Agreement ERN OAS supports the re-evaluation of the NRC's General License Program. OAS believes
23.17 [McKinley, OAS| Agreement 9 . that Category 3 sources should be specifically licensed. General licensees are usually GLDs Letter 03/17/2017|ML17083A249
; State Security, Q2 . )
Chair States unaware of the applicable regulations.
Charma
Waring, . . . .
Supervisin Rhode Island Agreement We wish to go on record as fully supporting the comments submitted with regard to
24.01 Ragiolo icgl Department of gState General |Docket No. NRC-2016-0276 by the Organization of Agreement States (OAS) in their SA Letter 03/23/2017|ML17087A266
Healt% Health letter of 17 March 2017. We have no additional comments to offer at this time.
Specialist
Melissa Carol American The AAPM commends the NRC on its work in addressing whether it is necessary to
Martin, Association of revise NRC regulations or processes governing Category 3 source protection and
2501 President Physicists in NGO General accountability. The AAPM further commends the NRC for its efforts to engage SA Letter 03/10/2017|ML17101A556
AAPM Medicine stakeholders on this issue.
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The AAPM, however, believes the current system appropriately manages risk and
balances benefits against burdens. Accordingly, the AAPM does not support the NRC’s
Melissa Carol American enumerated security and accountability enhancements now under consideration,
Martin, Association of including:
25.02 President Physicists in NGO General - Verification of Category 3 licenses through the License Verification System (LVS) or the SA Letter 03/10/2017|ML17101A556
AAPM Medicine regulatory authority;
- Inclusion of Category 3 sources in the National Source Tracking System (NSTS);
- Expanding physical security requirements for Category 3 sources.
Tens of thousands of patients each day benefit from radiation medicine procedures.
Category 3 sources include sources used for high dose rate brachytherapy (HDR)
. . treatments for cancer. Many patients’ lives depend on the availability of diverse
Melissa Carol American L ) . . .
Martin Association of radlmsotopes_ for d@gnosm and treatment. ‘The AAPM |§ goncgrned that venldors, if
25.03 Preside’nt Physicists in NGO General |confronted with additional regulatory oversight and administrative burden, will choose to SA Letter 03/10/2017 |ML17101A556
AAPM Medicine discontinue supplying certain radioisotopes, diminishing patient access to care.
Accordingly, the AAPM urges the NRC to consider and heavily weight the enormous
benefits of radioisotopes to patients when the Agency is assessing safety and security
risk of sources.
There is a tradition of safety culture in the control of medical radiation sources that has
Melissa Carol American informed a long record of safe and secure use. Medical facilities are well versed in
25.04 Martin, Assoclialtion‘of NGO General acc_oupting, control, physical security and careful di_sposal of medical sources. Fa_cillities SA Letter 03/10/2017 |ML17101A556
President Physicists in periodically evaluate workflow, human factors, quality assurance, and provide training
AAPM Medicine and education by qualified experts. Moreover, on-site inspections by state regulators and
accrediting bodies further assure safety and security of medical sources.
The NRC and Agreement States already have the ability to identify licensees that
. . possess Category 3 sources, and to monitor the location and movement of the sources
Melissa Carol American ) . ) . .
Martin Association of FRN through the licensing and inspection program. The AAPM believes the same end result
25.05 L o NGO ’ of the proposed enhancements could be achieved by implementation of more rigorous SA Letter 03/10/2017|ML17101A556
President Physicists in General, Q1 ) - ) o . .
AAPM Medicine pre-licensing review and dedicating adequate resources for inspection and enforcement
to ensure licensee compliance with existing requirements (e.g., 10 C.F.R. § 30.41)
without increasing the regulatory burden on the licensees.
Melﬁz;:aro' Asiomc?;It(i::: of ERN The AAPM does not believe that including Category 3 sources in the enhancements
25.06 L e NGO ’ under consideration would improve safety and security of those sources. Security and SA Letter 03/10/2017 |ML17101A556
President Physicists in General, Q2 " ) L )
o accountability policy should be both risk-informed and science-based.
AAPM Medicine
Melissa Carol American The AAPM is concerned about the robustness of the NRC’s NSTS and LVS system and
Martin, Association of FRN, its capacity to handle the significant increase in transactions if Category 3 were added to
2507 President Physicists in NGO General, Q4 |the system. We question whether the Agency has, or will have, sufficient resources to Cred&SysArc Letter 03/10/2017|ML17101A556
AAPM Medicine meet this challenge.
At the January 31, 2017 public meeting at NRC headquarters, stakeholders learned that
Melissa Carol American there are currently approximately 1,400 licensees for Category 1 and 2 sources, which
Martin, Association of FRN, control 75,000-80,000 sources. Including Category 3 sources would add approximately
25.08 President Physicists in NGO LVS, Q2 5,500 licensees to the data system. The NRC would need to dedicate considerable Cred&SysArc Letter 03/10/2017|ML17101A556
AAPM Medicine resources to ensure that its system could adequately manage all Category 1,2 and 3
source data.
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Melissa Carol American We believe that if Category 3 sources are included in the NSTS, it has the potential to
Martin, Association of FRN, dilute the effectiveness of this tracking system for Category 1 and 2 sources due to the
25.09 President Physicists in NGO NSTS, Q4 |[sheer volume of sources that would be added and the number of transactions that Cred&SysArc Letter 03/10/2017|ML17101A556
AAPM Medicine would be taking place each year.
. . The proposed enhancements indicate a gap exists where transaction information
Melissa Carol American h . ) . .
Martin Association of FRN provides a level of protection that is not otherwise present. However, no vulnerability
25.10 L e NGO ’ assessment has been performed to support this argument. No evidence has been NSTS Letter 03/10/2017 |{ML17101A556
President Physicists in NSTS, Q1 f " ) )
o provided that addition of Category 3 sources to the NSTS will generate a timely response
AAPM Medicine o - h
to missing or unauthorized shipments.
Melissa Carol American If Category 3 sources are included in the Part 37 security requirements, it will most likely
Martin, Association of FRN, “lower the bar” and reduce the overall security for licensees that also possess Category 1
2511 President Physicists in NGO Security, Q1 |and 2 sources, due to the added burden and cost to implement these security SA Letter 03/10/2017|ML17101A556
AAPM Medicine requirements for a large number of sources.
Melﬁzii(r?arol Asgom;;'t?:: of The AAPM believes the increased burden of adding Category 3 sources to the system is
2512 L e NGO General [not supported by the risks presented by Category 3 quantities of radioactive SA Letter 03/10/2017 |ML17101A556
President Physicists in material
AAPM Medicine )
Melll\jzraﬁ(r.?arol Asgomc?:t(i;:: of FRN Usability is closely related to the robustness of the NRC’s reporting system. The AAPM
2513 o e NGO ’ cautions against increasing reporting requirements for Category 3 sources and urges the | Cred&SysArc Letter 03/10/2017 |ML17101A556
President Physicists in General, Q1 " ) )
AAPM Medicine NRC to assess the end-user usability of their data reporting system.
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Currently, credentialing to get direct access to either NSTS or LVS is cumbersome, and
can take almost one month. At the NRC'’s Public Meeting in January, NRC staff advised
Melissa Carol American that about 30-40 percent of licensees engage in electronic versus manual reporting.
Martin, Association of FRN, Licensees, who do not report electronically, complete Form 748, and either fax or email it
25.14 President Physicists in NGO LVS, Q1 [to the Agency. The present delay for entering data that is provided to the NRC by fax and Cred&SysArc Letter 03/10/2017 ML17101A556
AAPM Medicine email is up to 24 hours, but that delay would certainly increase under the burden of
Category 3 sources. The NRC'’s system appears to be still developing and moving
toward an all-electronic platform.
Melissa Carol American If Category 3 sources are included, the number of covered transactions of some
Martin, Association of FRN, stakeholders would increase dramatically. One stakeholder, at the public meeting in
2515 President Physicists in NGO NSTS, Q5 [January, stated if Category 3 is included in source tracking, his radioisotope company NSTS Letter 03/10/2017|ML17101A556
AAPM Medicine would double its administrative burden based on transactions per day.
. . Moreover, implementation of Category 3 security and accountability enhancements now
Melissa Carol American . . f . f .
Martin Association of FRN under consideration by the NRC would likely force some licensees into using the NRC
25.16 L e NGO ’ reporting system for the first time. This initial credentialing and adoption curve could be | Cred&SysArc Letter 03/10/2017 |ML17101A556
President Physicists in NSTS, Q5 R R X
L resource-laden and daunting given the current challenges presented by the reporting
AAPM Medicine .
infrastructure.
Melﬁzii(r?arol Asgom;;'t?:: of FRN Any NRC rulemaking would require analysis of cost and benefit. The AAPM questions
2517 L e NGO ’ whether there would be any benefit to gain from increasing reporting requirements for SA Letter 03/10/2017 |ML17101A556
President Physicists in NSTS, Q4 Category 3 sources
AAPM Medicine gory :
The AAPM is concerned about the NRC enlarging its interlocking system of NSTS and
. . LVS to incorporate Category 3 source data because of the potential increase in
Melissa Carol American ; . f R )
Martin Association of FRN cybersecurity vulnerability. Including Category 3 sources in the system essentially would
25.18 L e NGO ’ place “all eggs in one basket” for malicious actors, who can operate from anywhere in the| Cred&SysArc Letter 03/10/2017 |ML17101A556
President Physicists in NSTS, Q5 . - . ) .
AAPM Medicine world, to exploit vulnerabilities to steal information and pose new risks. The AAPM would
urge the NRC to consider this cybersecurity risk in further aggrandizing and developing
its NSTS and LVS system.
In summary, the AAPM does not support the security and accountability enhancements
. . now under consideration by the NRC, including verification of Category 3 licenses,
Melissa Carol American . . ) ) ) .
Martin Association of inclusion of Category 3 sources in the NSTS, or expanding physical security
25.19 Preside’nt Physicists in NGO General |requirements for Category 3 quantities of radioactive material. The AAPM believes that SA Letter 03/10/2017 |ML17101A556
AAPM I\/)I/edicine current NRC regulations governing use of sources are appropriate and sufficient to
ensure public safety and security. Accordingly, the AAPM urges the NRC not to pursue
any additional rulemaking on licensing, security or tracking requirements.
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26.01

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

General

| appreciate the opportunity to emphasize the importance of ensuring and enhancing
Category 3 source accountability.* As the largest Agreement State, the security and
accountability of Category 3 radioactive materials is of particular concern to California
because:

- The malicious aggregation and misuse of high-level Category 3 quantity materials,
exceeding the Category 2 threshold, could result in significant long term damage to
California's environment and economy, impacting public health and safety on multiple
levels.

- Antiquated regulations, which can be exploited to allow access to multiple Category 3
sources, are a target of interest for "bad actors" intent on deploying a radiological
dispersal device or a radiological exposure device. This higher risk profile increases the
burdens placed on California regulatory, enforcement and security agencies

*U.S. Nuclear Regulatory Commission, categories of radioactive sources, retrieved from
https://www.nrc.gov/reading-rm/basic-ref/glossary/category-of-radioactive-sources.html.
Categories for radioactive sources are defined by the IAEA's Code of Conduct. Category
1 sources (A/D > 1000), would be likely to cause permanent injury to a person who
handled them or was otherwise in contact with them for more than a few minutes;
Category 2 sources (A/D 10- 1000) could cause permanent injury to a person who
handled them or was otherwise in contact with them for a short time (minutes to hours);
Category 3 sources (A/D 1-10) could cause permanent injury to a person who handled
them or was otherwise in contact with them for some hours. A/D is defined by IAEA,
where A is the activity of the source and D is the minimum dangerous activity.

SA

Letter

03/10/2017

ML17101A610

26.02

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
General, Q1

Yes. Licensees in possession of Category 3 quantities of radioactive material should
follow the enhanced verification standards applicable to Category 2 quantities of
radioactive material.

LVS

Letter

03/10/2017

ML17101A610

26.03

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
General, Q1

The U.S Government Accountability Office (GAO), report GA0-16-3 30, recommends that
NRC should take actions to improve tracking and security of Category 3 quantities and
verify the legitimacy of the licenses for them. A change to the methods prescribed in 10
CFR 37 .71 would improve the tracking and security of quantities of Category 3
radioactive material.

LVS

Letter

03/10/2017

ML17101A610

26.04

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
General, Q1

Under 10 CFR 37.7 1 (d) Category 2 radioactive materials undergo an additional level of
vetting that uses currently available technology. 10 CFR 37.71 (d) requires that "Any
licensee transferring category 2 quantities of radioactive material to a licensee of the
Commission or an Agreement State, prior to conducting such transfer, shall verify with
the NRC's license verification system or the license issuing authority that the transferee's
license authorizes the receipt of the type, form, and quantity of radioactive material to be
transferred. If the verification is conducted by contacting the license issuing authority, the
transferor shall document the verification.” Transfers within the same organization are
exempt.

LvVS

Letter

03/10/2017

ML17101A610

26.05

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
General, Q1

Vetting Category 3 materials in this way, using NRC's existing suite of digital data
systems, would reduce the risk of malicious aggregation with minimal burden to all
involved.

LvVS

Letter

03/10/2017

ML17101A610

26.06

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
NSTS, Q1

Yes. Category 3 sources should be included in the National Source Tracking System
(NSTS), License Verification System ( LVS) and Web-Based Licensing (WBL) system.
Advances in technology and experience demonstrate this can be accomplished at
reasonable cost.

SA

Letter

03/10/2017

ML17101A610
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26.07

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
NSTS, Q1

There is a considerable amount of agreement on this. In 2009 NRC staff stated, "NSTS
was designed to accommodate Category 3 sources and licensee information, and this
feature can be implemented at reasonable cost."* The GA0-16-330 report advises NRC
to, "... include category 3 sources in the National Source Tracking System and add
agreement state category 3 licenses to the Web-based Licensing System as quickly as
reasonably possible."** In a letter to the NRC Chairman regarding the GAO report, U.S.
Senator Dianne Feinstein inquired about key concerns and reiterated the importance of
securing radioactive materials.*** In response to Senator Feinstein's letter, former NRC
Chairman Burns indicated that an NRC working group is assessing the inclusion of
Category 3 sources into the NRC digital data systems (NSTS, LVS, and WBL).****

*U.S. Nuclear Regulatory Commission, SECY-09-0086 FINAL RULE: EXPANSION OF
THE NATIONAL SOURCE TRACKING SYSTEM (RIN 3150-A129). Page 4, June 2009.
**Id GAO-16-330

***U.S. Senator Dianne Feinstein letter dated August 22, 2016, expressed concern to
U.S. Nuclear Regulatory Commission Chairman Burns regarding the findings in a July
2016 U.S. Government Accountability Office (GAO) report GA0-16-330.

****U.S. Nuclear Regulatory Commission Chairman Burns response to U.S. Senator
Dianne Feinstein inquires by letter(s) dated October 7, 2016, ML 16253A345 and ML
16253A379.

NSTS

Letter

03/10/2017

ML17101A610

26.08

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
NSTS, Q1

The International Atomic Energy Agency (IAEA) safety standards recommend the
inclusion of Category 3 sources into the same national database/register as Category 1 &
2. "In view of the fact that Category 3 sources have the potential to cause severe
deterministic effects, the regulatory body may also consider including them in a national
register together with the Category 1 and 2 sources."

*IAEA Safety Standards, Categorization of Radioactive Sources , No. RS-G-1.9, 2005.
Page 10, section 3.8. Available at
http://wwwpub.iaea.org/MTCD/Publications/PDF/Pub1227 web.pdf.

SA

Letter

03/10/2017

ML17101A610

26.09

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
NSTS, Q1

NRC staff noted that the decision in 2009 not to include Category 3 sources in the NSTS
was based on concerns that entering the data would be too costly and burdensome.*
Advances in NRC digital data systems alleviate these concerns. The technology is now
integrated at all levels. With seven years of experience operating the NSTS, integrating
Category 3 sources can be accomplished much more economically, thanks to advanced
data management and exchange practices.

*Commissioner Baran letter to Chairman Burns, COMJMB-16-0001 PROPOSED STAFF
RE-EVALUATION OF CATEGORY 3 SOURCE ACCOUNTABILITY. ML16197A229. July|
2016.
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26.10

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
NSTS, Q1

Including Category 3 sources in NRC digital data systems will accommodate transitioning
to 10 CFR 37.71(d)'s enhanced verification and methods, greatly reducing the risks of
malicious aggregation of large quantities of radioactive materials.

LvVS

Letter

03/10/2017

ML17101A610

26.11

Robert B.
Weisenmiller,
Chair

California
Energy
Commission

Government-
State

FRN,
NSTS, Q2

Yes. The requirements of 10 CFR 20.2207(f) are designed to mesh with 10 CFR 37.71(d)
and the NSTS. Together, they would provide an integrated system to verify, track, report
and account for radioactive sources analogous to systems in widespread use for tracking
purchases from online retailers.
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Robert B. California . . . .
26.12 | Weisenmiller, Energy Government- FRN, Yes. There should be increases in safety and/or security commensurate with those for SA Letter 031012017 IML17101A610
. e State NSTS, Q4 |category 1 and 2 sources.
Chair Commission
GAO was able to breach the current system because "NRC does not specifically require
that the validity of Category 3 licenses be verified by the seller with NRC or the
Agreement States creating risks that licenses could be counterfeited or that licensees
could obtain radioactive materials in quantities greater than what is allowed by their
Robert B. California Government- FRN licenses." The GAO report also observed that the current system lacks assurances or
26.13 | Weisenmiller, Energy ’ vetting that would "...prevent bad actors from altering licenses or fraudulently reporting SA Letter 03/10/2017|{ML17101A610
. e State NSTS, Q4 ) . ; )
Chair Commission the details of their licenses to transferors, accumulating dangerous materials by
aggregation to Category 2 or larger quantities on the basis of those fraudulent licenses..."
Including Category 3 sources would address these security gaps. Quantifying its impact
could be done by reference to the various metrics NRC has access to by virtue of
implementing the same security measures for Category 1 and 2 sources.
| support the NRC's efforts to enhance Category 3 source accountability and appreciate
the opportunity to comment on the assessment of the current regulations and processes
governing source protection and accountability. | believe this assessment is essential in
P continuing to assure adequate protection of public health and safety. Adopting these
Robert B. California Government- recommendations would provide methods to verify the legitimacy of licenses and provide
2614 | Weisenmiller, |  Energy General provi . gltimacy ot ficenses and p SA Letter  |03/10/2017|ML17101A610
. et State greater assurance that no entity could manipulate the system to acquire radioactive
Chair Commission o ) }
materials in aggregate greater than what they are authorized to possess. | recognize that
other stakeholders will have differing recommendations and welcome the dialogue
necessary for the development of a comprehensive regulatory basis to address
radioactive source accountability and security.
In the event that the NRC revises its regulations/processes governing source security
and accountability for Category 3 sources, the OSU NRL staff propose that the NRC
The Ohio State develop a list of nuclides and their respective Category 3 threshold activity limits. Docket
University; ID NRC-2016-0276 states "NRC regulations do not include a definition for Category 3 but
Susan M. ’ . the NRC has historically considered the Category 3 threshold to be greater than 1/10th of
27.01 White Nuclear Medical General the Category 2 threshold but less than the Category 2 threshold." The OSU NRL staff SA Letter 03/06/2017 |ML17101A544
Reactor . . P
Laborato assert that the above statement does not provide enough guidance and that a list similar
ry to Appendix A of 10 CFR 37 would be required as part of any revisions to the
regulations/processes governing source security and accountability for Category 3
sources.
The tho $tate The OSU NRL staff propose that two physical barriers would be a sufficient deterrent to
Susan M University, FRN the loss of a Category 3 quantity of radioactive material. A requirement for continuous
27.02 Y Nuclear Medical L o ’ ) . : . SA Letter 03/06/2017 |ML17101A544
White Reactor Security, Q1 |monitoring and detection of unauthorized entry into an area containing a Category 3
source would be an undue burden upon the Licensee.
Laboratory
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The agency indicated that the scope of the evaluation is limited to Category 3 quantities
James A. American of the materials listed in Appendix E of 10 CFR Part 20, as well as the materials subject
28.01 | Brink Chair, | e e of NGO General |0 Physical security requirements in 10 CFR Part 37. Therefore, a potential NRC SA Letter  |03/09/2017 |ML17101A549
Board of Radiolo expansion of source tracking, license verification, and physician security requirements
Chancellors ay would include Category 3 quantities of Iridium-192 sources used in High- Dose Rate
(HDR) brachytherapy—the most common brachytherapy procedure.
James A. ) L
Brink. Chair American As a general comment, the ACR recommends that NRC use a risk-informed approach to
28.02 Boe;rd of ’ College of NGO General |evaluating any possible expansion of NRC'’s tracking, license verification, and increased SA Letter 03/09/2017 {ML17101A549
Radiology physical security over Ir-192 HDR sources.
Chancellors
In terms of tracking and verification, adding these sources would represent a substantial,
James A. . and potentially overwhelming, increase in the volume of sealed sources handled by
Brink, Chair, American NRC’s systems and staff. The agency would need to ensure adequate staffing and
28.03 ' ’ College of NGO General S ) ; Cred&SysArc Letter 03/09/2017 {ML17101A549
Board of Radiolo resources to support significantly expanded National Source Tracking System (NSTS),
Chancellors ay License Verification System (LVS), and Web Based Licensing (WBL) activities, including
enhancing responsiveness for any newly impacted licensees.
It took years to implement these programs for a relatively limited number of licensees
James A. . . e s . X
Brink. Chair American with Category 1 and 2 quantities of the materials in question— there are potentially
28.04 Boe;rd of ’ College of NGO General |several thousand more Category 3 licensees. The NRC would also need to consider SA Letter 03/09/2017 {ML17101A549
Radiology collaborations with Agreement States to ensure process compatibility and
Chancellors ) -
interoperability.
James A. ) - . ) ) .
Brink. Chair American Additionally, the ACR has serious concerns related to patient privacy (e.g., via
28.05 Boe;rd of ’ College of NGO General |surveillance of sources), practicality, and cost of expanding 10 CFR Part 37 physical SA Letter 03/09/2017 |ML17101A549
Radiology security requirements to Ir-192 HDR sources in medical facilities.
Chancellors
We urge NRC to consider risk together with other factors— including the public health
James A. . ) - ) ) .
Brink. Chair American benefit of patient access to HDR brachytherapy services, the unique nature of the clinical
28.06 ’ ’ College of NGO General [environment, and the difficulties experienced by medical licensees currently subject to SA Letter 03/09/2017|ML17101A549
Board of . . . N L )
Chancellors Radiology Part 37 (e.g., Cesium-137 irradiators}—when determining the added value of expanding
Part 37 to include Category 3 quantities of medically used isotopes such as Ir-192.
Yes, medical licensees transferring Ir-192 HDR sources back to the manufacturer should
be exempted. Typically, an ongoing, bilateral relationship would exist between a medical
licensee and a manufacturer such that perpetual or even occasional license verification
James A using these systems to return HDR sources to the manufacturer would be of
Brink Cha.ir American FRN unsubstantiated security benefit despite the administrative burden. Consider that these
28.07 Boz;rd of ’ College of NGO GeneraI’ Q3 transfer verification methods are reportedly regarded as burdensome even for single LVS Letter 03/09/2017 {ML17101A549
Radiology ’ source transfers at no more than a quarterly frequency between the same one or two
Chancellors . ) e
manufacturers. Moreover, the credentialing process for medical physicists/licensee
workers needing access to the LVS on behalf of licensees takes approximately one
month (per NRC estimates) and is non-transferrable to the other licensees the medical
physicists/workers may serve.
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No, we believe there is insufficient evidence from NRC regarding current risk or security
benefit that would outweigh the concerns of adding Category 3 quantities of Ir-192 to the
NSTS at this time. HDR sources are transferred more frequently than Category 1 and 2
James A. . ™ : ) )
Brink. Chair American FRN quantities of the materials tracked in the current version of the NSTS program, and there
28.08 Boz;rd of ’ College of NGO NSTS ’Q1 are significantly more of these sources. Thus, if NRC were to expand NSTS this NSTS Letter 03/09/2017 |ML17101A549
Radiology ’ exponentially, the agency must be cautious to ensure the NSTS program (system,
Chancellors ) ; :
processes, support, and staff) is not overwhelmed, and that licensees are not subject to
administrative burden in the absence of quantifiable benefits to support any such
expansion.
The ACR is also concerned that medical use license fees would need to increase even
James A. . . . . )
Brink. Chair American FRN more vigorously that they have in recent years to fund the infrastructure, staffing, and
28.09 ' ’ College of NGO ’ other resources that support the NSTS and related activities, despite the indeterminate SA Letter 03/09/2017 |ML17101A549
Board of . NSTS, Q1 . . . o
Radiology return on investment in terms of safety and security. Such costs would inevitable be
Chancellors . X
passed on to patients and drive up the cost of healthcare.
The ACR believes that any decision to expand NRC'’s physical security requirements to
James A. American Ir-192 HDR sources should be risk-informed and considerate of the preexisting physical
28.10 Brink, Chair, College of NGO FRN, secu'rlty/cybgrsecunty realities of the healthcare settlng. The NRC shpy!d account fc?r the SA Letter 03/09/2017 |ML17101A549
Board of . Security, Q1 |public benefit of HDR brachytherapy access, and consider how prohibitively expensive
Radiology e . . . L
Chancellors and misaligned security controls could ultimately discourage healthcare facilities from
providing these services to patients.
Moreover, patients of HDR brachytherapy procedures could be directly impacted by
certain physical security requirements in 10 CFR Part 37. Current NRC licensees subject
to Part 37 are required to provide continuous/direct monitoring of the source with live and
James A. . recorded video surveillance by qualified personnel. For some licensees this is done in
Brink, Chair American FRN collaboration with local law enforcement agencies. Surveillance systems and
28.11 ' ’ College of NGO L ) . ) . - ] ; . SA Letter 03/09/2017 |ML17101A549
Board of . Security, Q1 |continuous/direct video monitoring of the sources during their use in patient care would
Radiology ) s ; . ; ) .
Chancellors introduce additional technological risks and cybersecurity/privacy concerns, potentially
bringing NRC rules in conflict with other federal rules and protections (HIPAA, etc.) and
certainly deterring healthcare facilities already beleaguered with persistent information
technology threats, such as ransomware, attempted data breaches, etc.
James A We encourage NRC to communicate with the U.S. Department of Health and Human
Brink Cha'ir American FRN Services (HHS) Office of Civil Rights (OCR) to better understand the rapidly increasing
28.12 ' ’ College of NGO . frequency and scope of cybersecurity attacks on healthcare providers specifically over SA Letter 03/09/2017|ML17101A549
Board of . Security, Q1 o ) . . ]
Radiology the past few years, and the added risk introduced by continuous/direct video surveillance
Chancellors . . ) .
monitoring/recording of patient care in progress.
First and foremost, let us state that as an industry, we are very sensitive to issues related
. to possible threats by radioactive materials in the current world we live in. NO company
Kenny Jordan, | Assodiation of wants a radiological event to occur, knowing what it would mean for the entire industry if
29.01 Executive |Energy Service NGO General . 9 L 9 . . . Y SA Web 03/10/2017|ML17101A570
Director Companies only one mistake was made. It is in all of our best interest to maintain security and control
of this material at all times. We believe industry has demonstrated that commitment in
the past and will continue to do so in the future.
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29.02

Kenny Jordan,
Executive
Director

Association of
Energy Service
Companies

NGO

General

This Issue was Brought Forward by Lack of Governmental and Regulatory Controls to
Start With:

- The apparent genesis of this proposal was through a “sting” operation conducted
whereby the Government Accountability Office (GAO) was able to obtain a radioactive
license from the NRC by utilizing a fictitious company, the license was altered and a
contract was entered into for the purchase of radioactive material in approximately 2007.
In 2014 the GAO conducted a vulnerability test by setting up fictitious businesses in three
states; two of those states denied licenses after site inspections, however, and one state
issued a license because of lack of procedural follow up. Changes were made in that
state in 2016 to strengthen the procedures for vetting licensees. We believe those
changes have now only been in place approximately one year, this may very well have
addressed the concerns of the regulatory offices but has it been given sufficient time to
properly evaluate the changes.

- The concern is now that industry, especially smaller companies that may possess only
a Category 3 license and may only have 1-3 sources are being made to bear the burden
of mistakes made on the regulatory side, not on the industry side. Many of these small
companies are exactly that, small enterprises with probably less than 50 employees total
(and in many instances smaller than that).

SA

Web

03/10/2017

ML17101A570

29.03

Kenny Jordan,
Executive
Director

Association of
Energy Service
Companies

NGO

General

Burdensome Regulations for Small Businesses:

- As stated above, many of the smaller well logging companies in the US only maintain a
license for Category 3 sources. Some of the larger companies may have licenses for
Category 1 or 2, so the addition of Category 3 sources for those larger companies is not
as burdensome to them. They already do all necessary steps for the Cat 1 and 2, so the
addition of Cat 3 does not impact them to the extent that it does for smaller companies
who have to possibly now (if enacted) go through the entire process and cost of
implementation.

- Additional cost burdens may come at a time when ALL companies involved in oil and
gas exploration in the U.S. have had to cut their staffing, take capital equipment out of
service, lower their price for services, and not be able to invest back into their companies
due to the price of oil. It has been “survival” mode for many of these companies over the
last two years. Additional costs that include personnel for tracking, security
implementations, etc. would be a tremendous financial burden at a time when they are
trying to recover from the worst economic slowdown in the oil and gas business there has
been in the last 40 years.

- One of our member companies reported that the additional cost to them for (2 locations,
14 sources, 30-40 employees) would be an initial cost set up in year one of $250,000.
That included personnel, training, regulatory implementation, security systems, vehicle
monitoring, etc. That did state that this was a rough estimate as they had not gone
through a bidding or sourcing process for what would be all of the requirements to get

specific estimates of costs.

SA

Web

03/10/2017

ML17101A570
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Working with Industry:
- In the event that it is decided to proceed with regulatory controls to industry as opposed
to additional regulatory internal controls either by the NRC and Agreement States, we
feel it is imperative to include industry in your discussions, especially with the smaller
Kenny Jordan, | Association of companies that may not feel they have a voice in the process except AFTER the
29.04 Executive |Energy Service NGO General |proposed regulations are submitted for comment. The upstream oil and gas industry has SA Web 03/10/2017|ML17101A570
Director Companies worked effectively with OSHA in areas of safety by taking the approach of working
together to formulate a regulatory environment that is more agreeable to industry once it
is introduced. We only found out about this release last minute before the release of the
proposal. We have encouraged all regulatory agencies to be inclusive of industry during
potential rulemaking processes.
In conclusion, we are opposed to the inclusion of Category 3 sources into the same
Kenny Jordan, | Association o requlatony indusry (eue that has been mada nfo an indusiry ssue, There have been
29.05 Executive [Energy Service NGO General . ) o ) SA Web 03/10/2017|ML17101A570
Director Companies regulgtory ?gency chgnges |mp|ementeq, we believe those should bg given time to V\{ork,
then if additional ‘testing’ of the process is needed, do so there. The industry perception
is that the agencies involved are burdening industry to fix their own internal problems.
| disagree that all of these security requirements should applied to Category 3 sources.
Since the hazard is much lower it makes sense to have a lower set of requirements. The
Alan Jackson, | Henry Ford . FRN, requirements for category 1 and 2 sources are quite burdensome and costly to
3001 RSO Hospital Medical Security, Q1 |[implement. For the case of High Dose Rate After loader sources it would make the SA Web 03/10/2017|ML17101A572
practice of medicine more difficult and costly with little benefit. There is little evidence
that the existing rules are inadequate.
Laura I. Amferican . . - . !
31.01 Thevenot, | Society for NGO General | !" 9eneral, we believe that adding additional security requirements to Category 3 SA Letter  |03/09/2017|ML17101A548
CEO Radiation quantities of radioactive material is not necessary given existing protections.
Oncology
A culture of safety and quality is woven into the fabric of radiation oncology, with checks
and balances at every level to ensure that the safest and most effective care is delivered
to patients. Radiation oncologists and medical physicists receive extensive training in the
. safe use of radioactive materials. Such training involves a healthy respect for the risks
American ) L ) L L
Laura I. Society for and benefits of radiation, as well as strict adherence to inviolable policies and procedures
31.02 Thevenot, e NGO General |that ensure secure storage and handling, use and disposal of these materials. A recent SA Letter 03/09/2017 |ML17101A548
Radiation e, .
CEO Nuclear Regulatory Commission’s (NRC) analysis* found that, for 30 years, there have
Oncology . - . L
been no violations with actual safety or security consequences, and the nation’s robust
regulatory infrastructure has appropriately managed the protection of sources.
*US Nuclear Regulatory Commission Report to Congress under Public Law 113-235,
Effectiveness of Part 37 of Title 10 of the Code of Federal Regulations, December 2016.
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Radiation oncologists generally use Category 3 sources for high dose rate (HDR)
. brachytherapy procedures. HDR is most commonly used to treat gynecological cancers,
American ) .
Laura I. Society for but can also be used for other disease sites. Category 3 sources for HDR are purchased
31.03 Thevenot, oy NGO General [from, and returned to, the manufacturer and cannot be purchased without first having SA Letter 03/09/2017|ML17101A548
Radiation . . .
CEO Oncolo purchased the unit that houses the source and administers the treatment. This, coupled
9y with the fact that licensees already keep detailed records of purchases and returns of
Category 3 sources, already ensures the security of these sources.
Laura | American No, addition of these materials in the NSTS will create an administrative burden for both
31.04 Thevenot, Soagty for NGO FRN, the Ilc_:ensee and the NRC, gnd will not add any additional se(?urlty benefits. As NSTS Letter 03/09/2017 |ML17101A548
CEO Radiation NSTS, Q1 [mentioned above, medical licensees currently have systems in place to monitor and
Oncology track Category 3 sources.
. Additionally, cancer treatment centers that are licensed to only use Category 3 sources
American ) . . .
Laura I. Society for FRN may find these requirements burdensome enough to stop offering these effective
31.05 Thevenot, X y NGO ’ treatments, causing patients to have to travel to another treatment center, receive less SA Letter 03/09/2017|ML17101A548
Radiation NSTS, Q1 ) . . . . .
CEO effective treatment using a different non-radioactive modality, or forgo treatment
Oncology
altogether.
American No, we do not believe that there will be an increase in safety and/or security if the
Laura I. Society for FRN regulations were changed to include Category 3 sources in the NSTS. In fact, we believe
31.06 Thevenot, Y NGO ’ that the addition of Category 3 sources to the NSTS will be a tremendous amount of work NSTS Letter 03/09/2017|ML17101A548
Radiation NSTS, Q4 ’ . - ;
CEO — both on the part of the licensee and on the NRC — for no or minimal increase in
Oncology .
security.
. No, we believe that if these security requirements were expanded to include Category 3
American " . . ) . . X - ) ) f
Laura I. Society for FRN quantities of radioactive material there will be an increase in administrative, financial and
31.07 Thevenot, ) y NGO L logistical burdens to medical licensees. The burden will be greatest for those centers who SA Letter 03/09/2017 |ML17101A548
Radiation Security, Q1 ’ ) )
CEO are licensed to only use Category 3 sources. These centers may find these requirements
Oncology }
burdensome enough to stop offering these treatments.
Yes, automated, non-burdensome, real-time tracking of sources as they move through
American the supply chain — from manufacture to user to decay and disposal — will give the NRC
Laura | Society for FRN the most up to date information about the location of Category 1 and 2 sources, allowin
31.08 | Thevenot, oy NGO ’ P on of Lategory : 9 NSTS Letter  |03/09/2017 |ML17101A548
CEO Radiation NSTS, Q3 |the agency and law enforcement, to thoroughly investigate any thefts or other malevolent
Oncology acts involving these sources. We further recommend that the NRC solicit further
stakeholder input on any such proposal.
If the Agency decides to require the verification methods in 10 CFR 37.71 for transfers of
James Weldy, The Dow RN t(:at:sggfr);rzr?;::;{tles of material, the Agency should clearly exempt the following three
32.01 Corporate Chemical Industrial ’ P ) . . LVS Letter 03/10/2017 |ML17101A584
General, Q1 |a. Transfers to an established manufacturer (e.g., the manufacturer of a sealed source);
RSO Company ) . I
b. Transfers to established disposal facilities; and
c. Transfers among parent, subsidiary or affiliate companies of the transferor.
For The Dow Chemical Company, the major of shipments of Category 3 radioactive
material fall into two categories:
d. Transfers of nuclear gauges from one licensed facility to another licensed facility within
James Weldy, The Dow FRN the same company, or between facilities that belong to the same corporate family (e
32.02 Corporate Chemical Industrial ' pany, ort 9 P Y (€9 LVS Letter  |03/10/2017 |ML17101A584
General, Q1 |wholly-owned subsidiaries of Dow).
RSO Company . . .
e. Transfers of nuclear gauges to a licensed gauge manufacturing company for repair or
disposal
f. Transfers of nuclear gauges to a licensed disposal company.
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For any of these types of transfers, the risk of sending Category 3 radioactive materials
to a fictitious license is exceedingly small. We know who our subsidiaries are. We know
the manufacturers and disposal firms. If a terrorist rented a storefront in order to register
James Weldy, The Dow FRN a new, fictitious manufacturer or disposal firm, we would not transfer gauges to those
32.03 Corporate Chemical Industrial GeneraI’ a1 companies because we do not have any established relationship with them. LVS Letter 03/10/2017 |ML17101A584
RSO Company ’ Consequently, in these situations the license verification requirements in 10 CFR 30.41
are adequate. Requiring an additional step to verify the license through the NRC would
just add an additional administrative burden without providing any additional safety or
security over the materials.
Most materials licensees probably perform shipping to limited numbers of organizations
like we do, and are at low risk of shipping Category 3 radioactive materials to fictitious
James Weldy, The Dow ERN licensees. The manufacturers of these sources are the entities that are most likely to ship
32.04 Corporate Chemical Industrial ! sources to fictitious licenses. Requiring source manufacturers to perform this type of LVS Letter 03/10/2017|ML17101A584
General, Q2 | . - . ) . L
RSO Company license verification would provide some enhancement in safety and security. Requiring
materials licensees to perform similar verifications would provide very little enhancement
in safety and security of the sources.
The Dow Chemical Company believes that materials licensees transferring Category 3
quantities of radioactive material should be exempt from additional license verification
James Weldy, The Dow FRN requirements. Additionally, exemptions should also be in place for transfers between
3205 | Corporate Chemical Industrial + - |requirements. Additionally, exemp P nSie LVS Letter  |03/10/2017|ML17101A584
General, Q3 [different licenses within the same corporate structure (e.g., the combination of a parent
RSO Company . - ) ;
company and its wholly-owned subsidiaries) and transfers to licensed waste processing
and disposal facilities.
No, Category 3 sources should not be included in the NSTS. Licensees are required to
maintain their inventory of radioactive materials and document where the sources are
sent when they transfer the devices. There are existing requirements to report lost
James Weldy, The Dow FRN radioactive materials to the NRC if they cannot be accounted for. Maintaining a
32.06 Corporate Chemical Industrial ; . . Y ’ 9 NSTS Letter 03/10/2017|ML17101A584
RSO Company NSTS, Q1 |centralized list of many thousand Category 3 sources does not enhance the safety and
security of these devices, and just imposes an additional burden on the NRC and
materials licensees to keep this list up-to-date. Short timeframes for reporting these
transfers only increase that burden.
James Weldy, The Dow FRN, NSTS |We do not currently have access to the NSTS. If new requirements for tracking Category
32.07 Corporate Chemical Industrial licensees, |3 quantities of radioactive material required were implement, we would likely sign up for NSTS Letter 03/10/2017 |ML17101A584
RSO Company Q2 online access to the NSTS.
Dow Chemical sites do not currently have access to the LVS. If new requirements for
James Weldy, The Dow FRN license verification for shipments of radioactive material required were implemented
3208 | Corporate Chemical Industrial ’ . P e ria’ req / plemented, LVS Letter  |03/10/2017|ML17101A584
LVS, Q1 [most sites that possess Category 3 quantities of radioactive material would likely sign up
RSO Company f
for online access to the LVS.
James Weldy, The Dow FRN Across the US, sites of The Dow Chemical Company make approximately 1-3 shipments
32.09 Corporate Chemical Industrial ! of Category 3 quantities of radioactive material per month. More than 80% would be LVS Letter 03/10/2017|ML17101A584
LVS, Q2 : . )
RSO Company transfers to and from a manufacturer for repair or disposal of devices.
Requiring additional license verification when transferring to an established manufacturer
James Weldy, The Dow FRN would not provide any additional safety or security for Category 3 sources of radioactive
32.10 Corporate Chemical Industrial : notp Y ad ety Y for Lategory . LVS Letter  |03/10/2017 |ML17101A584
LVS, Q3 |material and would only impose additional burden on licensees to comply with the
RSO Company . " L . .
regulations. Additional verification beyond current requirements should not be required.
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James Weldy, The Dow FRN
32.11 Corporate Chemical Industrial LVS é4 Dow Chemical sites do not currently have access to the LVS. LVS Letter 03/10/2017 [ML17101A584
RSO Company ’
No. Many Category 3 sources in our industry are level gauges located in process areas
and attached to structures within the facility, but do not include physical barriers that
would meet the requirements for Category 1 and Category 2 quantities of radioactive
James Weldy, The Dow FRN material. However, these devices generally are installed in difficult-to-reach locations,
32.12 Corporate Chemical Industrial . cannot be removed from their installed location easily, and will set off process alarms if SA Letter 03/10/2017|ML17101A584
Security, Q1 - s ) ) .
RSO Company removed. They are also located within facilities that are subject to chemical security
requirements specified by the Department of Homeland Security. Therefore, the
likelihood of these devices being successfully targeted and removed from service is
exceedingly low.
For example, consider a level gauge that is welded to a steel tank. The steel tank is on
the third floor of a chemical manufacturing plant. The chemical manufacturing plant has a
control room with computers where the signals from process control devices, including
the level gauge, are constantly being evaluated. If the computer detects a problem with
the signal, an alarm sounds. Personnel are monitoring the alarms 24 hours a day, 7 days
a week. Meanwhile, the chemical manufacturing plant sits within a larger site (perhaps
several square miles in size) with numerous other chemical manufacturing plants. The
site has a security fence and a limited number of gates for access. Each gate is staffed
James Weldy, The Dow FRN with security personnel, and additional security personnel are circulating around the site
32.13 Corporate Chemical Industrial N yp »ana yP 9 SA Letter  |03/10/2017 |ML17101A584
RSO Compan Security, Q1 |at all hours of the day and night. In order for someone to steal the gauge, he or she
pany would need to breach the perimeter security of the larger site, then somehow find exactly
the right chemical manufacturing plant (without being challenged by anyone while en
route), then find exactly the right tank (without being challenged by personnel at the
chemical manufacturing plant, then somehow cut the welds to free the gauge from the
tank (without being detected by plant personnel or site security), and disconnect the
wiring. This would instantly set off an alarm, because the signal would cease. And then
the thief would need to somehow escape first from the individual plant, and then from the
larger site, while carrying a heavy gauge. This scenario does not appear very credible.
sames ity | Th Do
32.14 Corporate Chemical Industrial N (P gnitica urtty » would req J SA Letter  |03/10/2017 |ML17101A584
Security, Q1 |changes to the design of many of our facilities, and could create additional safety
RSO Company f s .
hazards for workers in the facility to be able to efficiently evacuate process area.
James Weldy, The Dow ERN The Dow Chemical Company has very few devices across our company that are
32.15 Corporate Chemical Industrial . generally licensed, but contain a Category 3 quantity of radioactive material. Any GLDs Letter 03/10/2017|ML17101A584
Security, Q2 S A
RSO Company changes in this area would have little impact on us.
Washington . . . .
State Agreement ERN No, the states have successfully handled license verification. While there would be
33.01 Earl Fordham g ! additional security by requiring 10 CFR 37.71(b), the state of Washington believes the LVS Web 03/10/2017|ML17101A588
Department of State General, Q1 e )
Health current processes used to verify licenses are adequate for safety and security.
Wagrt];r:gton Agreement ERN There may be a slight increase in security if the various computer systems are up-to-
33.02 Earl Fordham 9 ’ date. With all LVS and related components working properly and without any delay, the LVS Web 03/10/2017|ML17101A588
Department of State General, Q2 . - ) .
Health new process would prevent anyone from trying to alter a license to obtain material.

78



Comments Received from Category 3 Source Security and Accountability Public Meetings and Federal Register Notice (82 FR 2399)

Bins: LVS: License Verification System NSTS: National Source Tracking System WBL: Web-Based Licensing System SA: Assessment of Safety and Security Cred&SysArc: Credentialing and General System Architecture GLDs: Generally Licensed Devices
Unique L . Stakeholder FRN . Comment Date .
\dentifier Individual Organization Type Question Comment Bin Format Written Accession No.
Washington
3303 | Earl Fordham State Agreement FRN, No, all Catg_gory 3 trans_fers should be processed through LVS. Only in this manner can LVS Web 031012017 IML17101A588
Department of State General, Q3 [accountability and tracking be ensured.
Health
Washington
33.04 Earl Fordham State Agreement FRN, C_:ategory 3 tracking and transfers could potentially be very resource intensive for the NSTS Web 03/10/2017 |ML17101A588
Department of State General, Q4 |licensees and the states.
Health
Wa;?;r;gton Agreement FRN No. This system is hard to use and gain access to. This would place too much burden on
33.05 | Earl Fordham 9 ) licensees to have to verify the sources annually and when transferred and would produce | Cred&SysArc Web 03/10/2017|ML17101A588
Department of State NSTS, Q1 T .
very little in the way of security.
Health
Wa;?;r;gton Agreement FRN No, the Category 1 and 2 reporting requirements are overly burdensome when compared
33.06 | Earl Fordham 9 ) to the Category 3 risk. Instead of 1 business day to report, perhaps monthly reporting NSTS Web 03/10/2017|ML17101A588
Department of State NSTS, Q2 ) . .
balances the burden vs risk considerations.
Health
Washington
State Agreement FRN, No, the NSTS reporting requirements for Category 1 and 2 sources should not be
33.07 Earl Fordham Department of State NSTS, Q3 [changed. Rationale for the changes is not readily apparent. NSTS Web 03/10/2017|ML17101A588
Health
Washington No, simply adding Category 3 sources into NSTS does enhance safety and/or security.
State Agreement FRN, Adding Category 3 sources to NSTS will at least triple the inventory with sources of
33.08 Earl Fordham Department of State NSTS, Q4 ([significantly lower risk. Package mishandling or shipping/delivery errors will continue to NSTS Web 03/10/2017|ML17101A588
Health occur. NSTS can’t control these types of events.
Washington With the huge increase in potential sources, if Category 3 sources were included in
State Agreement FRN, NSTS, existing resources would be strained. To overcome the significant burden,
33.09 Earl Fordham Department of State NSTS, Q5 [additional resources will be needed in an era where states are being told to do more with NSTS Web 03/10/2017|ML17101A588
Health less.
Washington
State Agreement FRN,
33.10 | Earl Fordham Department of State LVS, AS Q1 About 180. LvS Web 03/10/2017 |ML17101A588
Health
Washington
State Agreement FRN, Both. Our state program would recommend and encourage the use of LVS. However, for
33.1 Earl Fordham Department of State LVS, AS Q2 |some licensees, we would also plan for the additional burden of manual verification. LvS Web 03/10/2017 ML17101A588
Health
Washington
33.12 | Earl Fordham State Agreement FRN, lwe would consider using WBL or similar computer based licensing system WBL Web  |03/10/2017|ML17101A588
: Departmentof| State | LVS, AS Q3 9 P g system.
Health
Wa;?;r;gton Agreement FRN The impact on our resources would be substantial. To quantify the time and money
33.13 Earl Fordham 9 g needed has not been undertaken, but estimates can be made based upon activities 10 SA Web 03/10/2017|{ML17101A588
Department of State LVS, AS Q4
Health years ago for Category 1 and 2 sources (one new FTE).
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Washington Given the NRC permits state NSTS access to perform the annual reconciliation, the
Stats Agreement FRN, additional burden would be huge and perhaps unjustifiable given the risk of Category 3
33.14 Earl Fordham 9 NSTS, AS |sources. The additional staff and resources necessary to accomplish the annual NSTS Web 03/10/2017|ML17101A588
Department of State - . h )
Q1 reconciliation, especially with Category 3 sources included, would not only burden the
Health . . -
state, but would also necessitate a fee increase affecting licensees.
Washington
33.15 Earl Fordham State Agreement FRN, No. The security requirements for.Categor.y 1 and 2 quantities would be an over-reaction SA Web 03/10/2017 |ML17101A588
Department of State Security, Q1 |for Category 3 sources due to their lower risk.
Health
. Yes, the NRC should establish appropriate maximum quantities for GL devices. All
Washington . o . . .
State Agreement ERN potentially high risk GL sources should have appropriate security to prevent possible
33.16 | Earl Fordham 9 . malicious use. If Category 3 sources are to be placed under more scrutiny, they need to GLDs Web 03/10/2017|ML17101A588
Department of State Security, Q2 o . " . ) -
Health be specifically licensed (as Category 1 and 2 quantities of radioactive materials are
currently).
No; it would add an administrative burden to licensees following the requirements in the
existing 10 CFR 30.41(c) which already requires licensees to "verify that the transferee's
. license authorizes the receipt of the type, form, and quantity of byproduct material to be
34.01 Catherine In’:teiltttt)gsalof Medical FRN, transferred." By restricting the pathway to perform that verification, the transfer process LVS Letter 03/10/2017 IML17101A590
’ Ribaudo, RSO General, Q1 |will be less efficient. Furthermore, there is concern that by adding Category 3 sources to
Health ) . . o " ; ) .
the LVS it would increase the risk of malicious access to critical licensee information,
since more licensees would require access and be able to see this data. Thus, overall
this proposal would cause a decrease in safety and/or security.
Yes, they should be excepted especially for medical institutions transferring
. brachytherapy sources such as Ir-192 during routine source changes. This transfer
Catherine National FRN rocess is performed on a frequent (typically quarterly) basis, with close involvement b
3402 |, Institutes of | Medical S L4 P 8 Ireq ypically q y : > y LVS Letter  |03/10/2017|ML17101A590
Ribaudo, RSO General, Q2 |the manufacturer and distributor of the new source; since they are providing a new
Health ) L . . R
source at the same time, it is nonsensical to require licensees to verify through the LVS
that the company is authorized to receive the old source back.
The safety/security of Radioactive Material in Quantities of Concern (RAMQC) is
inversely proportional to the amount of data available and how secure that data is kept.
. Although the NSTS database is a credentialed-access site, there is still the risk of data
Catherine National FRN loss as in any electronically based file. Thus there would be a decrease in safety/security
34.03 Ribaudo, RSO Insfitutes of Medical NSTS, Q1 |overall. Similar to the response to the first question, there would also be a significant Cred&SysArc Letter 03/10/2017 |ML17101A590
Health . . . : ) - o
decrease in the efficiency of radioactive material transfers, due to this additional burden
of recordkeeping. Furthermore, Category 3 sources are notoriously mobile sources, and
maintaining a constant physical inventory database may prove to be unmanageable.
The NIH uses cyclotrons to provide a number of radionuclides for medical research. One
of the by-products of certain production lines is Co-60. The regulation specified in 10
. CFR 20.1003 defines a nationally tracked source. However, this definition does not
Catherine National include activated material, which is present in and around all cyclotrons (in the form of Co
34.03 Ribaudo, RSO Insﬂ::;ﬁﬁ of Medical General 60 among other radionuclides). The Category 3 limit for Co-60 is 830 mCi; the Category Lvs Letter 03/10/2017|ML17101A590
2 limit is 8.2 Ci. Will licensees be responsible for tracking this radionuclide under the
proposed Category 3 changes if they become final? This will present real challenges both
to licensees and the regulatory authority.
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The NIH already has online access capabilities for the LVS (and the NSTS) so this
Catherine National FRN question is a moot point for us. However, additional individuals at the NIH will be required
34.04 . Institutes of Medical i to have access, which increases the burden for NRC tracking as well as increases the LVS Letter 03/10/2017|ML17101A590
Ribaudo, RSO LVS, Q1 ) ] .
Health burden of procedural requirements for NIH staff to follow. There is an annual security
training requirement, for example, that must be met and tracked.
National The proposed change primarily affects the clinical oncology program at the NIH, due to
Catherine . . FRN, our use of a High Dose Rate (HDR) brachytherapy source of Ir-192. We currently perform
34.05 Ribaudo, RSO Institutes of Medical LVS, Q2 |one transfer every quarter (3 months) for a total of four transfers per year. The number of Lvs Letter 03/10/2017|ML17101A590
Health . L .
transfers that occur are exclusively to/from original equipment manufacturers (OEM).
Catherine National FRN The NIH does not believe that license verification is required in these cases. The new
34.06 ’ Institutes of Medical | HDR source is delivered and installed by the OEM and the old source is removed and LVS Letter 03/10/2017|ML17101A590
Ribaudo, RSO LVS, Q3
Health returned to the factory by the OEM.
The NIH already has online access capabilities for the NSTS (and the LVS) so this
Catherine National FRN, NSTS [question is a moot point for us. However, additional individuals at the NIH will be required
34.07 . Institutes of Medical licensees, [to have access, which increases the burden for NRC tracking as well as increases the NSTS Letter 03/10/2017 |ML17101A590
Ribaudo, RSO ) ] .
Health Q1 burden of procedural requirements for NIH staff to follow. There is an annual security
training requirement, for example, that must be met and tracked.
The physical security requirements should absolutely not be imposed, as they would be
excessively burdensome and not at all commensurate with the risk level of Category 3
Catherine National FRN sources. If the concern is aggregation of Category 3 sources so as to approach Category
34.08 Ribaudo. RSO Institutes of Medical Securit ’ Q1 2 quantities, the NRC can track those licensees that are accumulating large quantities of SA Letter 03/10/2017|ML17101A590
’ Health ¥, Category 3 licensed material. The NRC can also establish license criteria that inhibit the
accumulation of excessive amounts of Category 3 material through proper licensing
conditions.
Catherine National ERN This specific proposal may also be contrary to other federal statutes and regulations. The
34.09 . Institutes of Medical . NIH uses HDR units for clinical treatment of patients. If cameras and recording video are SA Letter 03/10/2017 |{ML17101A590
Ribaudo, RSO Security, Q1 . ) I ) ) .
Health required, this may be a violation of HIPAA regulations that protect patient privacy.
It is difficult to envision a workable implementation of physical security controls in an
active clinical setting. There is constant movement in and out of patient treatment areas,
and immediate response to patient needs necessarily overrides any thought of source
Catherine National FRN security. Furthermore, reactionary law enforcement response to a clinical area is always
34.10 ) Institutes of Medical . problematic, for patient, visitor, and staff well-being. Based on years of experience with SA Letter 03/10/2017|ML17101A590
Ribaudo, RSO Security, Q1 |; ) . . . o
Health implementing physical security requirements for Category 1 and 2 quantities of
radioactive material, immediate police dispatch to the scene is nearly very always due to
a nuisance alarm, and simply causes unnecessary concern and criticism of protocols,
which erodes public trust in law enforcement activities.
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Implementation of physical security controls would also necessitate a program of
"trustworthy and reliability" of all individuals with the need to access the source. This
would naturally add to the licensee workload to track, certify, document, renew, and
. annually train this population of clinical staff. This added workload would be burdensome
Catherine National FRN and not lead to any increase in safety/security of the source; individuals involved in the
34.11 Ribaudo, RSO Insfitutes of Medical Security, Q1 |use of an Ir-192 source for brachytherapy procedures are already held to a high ethical SA Letter 03/10/2017|ML17101A590
Health s N . .
standard of conduct due to their direct patient interaction. Implementation of a formal
T&R program for these personnel will not contribute to an increased level of
safety/security but will instead be a regulatory burden on security staff and affected
individuals.
It does seem prudent for the NRC to consider the continued authorization issue and
setting maximum quantity limits, especially for Category 3 sources that may present a
Catherine National FRN waste disposal problem to the public if not properly managed. However, it is not
34.12 . Institutes of Medical L necessary to create massive regulatory hurdles that will adversely affect small GLDs Letter 03/10/2017 {ML17101A590
Ribaudo, RSO Security, Q2 . ) . ) " . .
Health companies whose only role with general licensed devices and quantities of radioactive
material may be the storage of devices that contain unimportant quantities of radioactive
material for proper device operation.
Tracerco, a business unit of Johnson Matthey Inc., does not believe that the proposed
Tracerco, regulatory revisions intended to increase the security requirements for category 3
35.01 -- Johnson Industrial General |quantities of radioactive material are either necessary or appropriate. The proposed SA Letter 03/10/2017|ML17101A612
Matthey Inc. changes do not address and will have no beneficial impact on the concerns identified in
the GAO audit and investigation.
We believe that the current security standards relating to category 3 quantities of
Tracerco, radioactive material are adequate and do not need to be revised. The rules and
35.02 -- Johnson Industrial General R . X q X X ) X . GLDs Letter 03/10/2017|ML17101A612
requirements associated with generally licensed devices are also adequate in their
Matthey Inc. :
present form and should remain unchanged.
For Tracerco, the burden of this proposed rule change would be considerable both
operationally and commercially. The proposed regulatory changes would require
Tracerco, significant investment, out of proportion to the benefits gained, to develop and maintain a
35.03 - Johnson Industrial | General |>9™" ment, prop gained, P ! SA Letter  |03/10/2017|ML17101A612
compliant security program. We are concerned that the burden of a program of this
Matthey Inc. R : - ) .
nature could unnecessarily discourages the use of devices containing radioactive
material in applications for which they are both cost effective and safe.
The risks related to category 3 quantities of radioactive material were carefully
Tracerco, considered and assessed during the development of the current security standards
35.04 - Johnson Industrial | General _ ng P . securtty : SA Letter  |03/10/2017|ML17101A612
Appropriate safety and security standards were established consistent with those
Matthey Inc. . ) s
assessments. Those standards are effective and do not require revision.
Although efforts have been taken to ensure that both the WBL, LVS, and NSTS are
. constantly updated, it is our experience that this is not the case 100% of the time.
Gamaliel ; L . s X . .
Torres NSSI/Sources FRN Agreement states are voluntarily providing risk-significant licenses for inclusion to the
36.01 . N : Industrial ’ WBL. What happens when the state doesn't deem the licensee "risk-significant?" In our GLDs Web 03/10/2017|ML17101A613
Radiological |& Services Inc. General, Q1 |. . . - . "
Manager industry, many Generally Licensed devices are distributed in Category 3 quantities.
9 These GL holders will not be included in the WBL or LVS since they do not have Specific
Licenses.
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The proposed relaxation of the rule does not seem clear. If the point is to track specific
category 3 sources as they are transferred, what happens if the same source is
Gamaliel transferred many times between the manufacturer/distributor and the licensee? It would
Torres, NSSI/Sources . FRN, appear that the M&D would report the transfer of the same source many times, this
36.02 Radiological |& Services Inc. Industrial General, Q3 |confusing the WBL, LVS, and NSTS. Additionally, would relaxation of tr{e rule be LvS Web 03/10/2017|ML17101A613
Manager extended to other M&Ds that are not the original M&D of the source? This clarification
would be of significant important to M&Ds that are licensed to service and distribute
sources from other M&Ds and also provide storage services.
Category 3 sources should not be included in the NSTS. This would impose a significant
Gamaliel personnel, time, and financial burden on companies that log multiple transfers of
Torres, NSSI/Sources . FRN, category 1, 2 and 3 sources per week. Additionally it has been our experience that the
36.03 Radiological |& Services Inc. Industrial NSTS, Q1 |NSTS database is consistently incorrect. A reason for the errors could be that multiple NSTS Web 03/10/2017|ML17101A813
Manager transferors can submit transfers to a company through the NSTS while the transferee
cannot confirm each transfer.
Another consideration is the arbitrary quantity of the category 3 thresholds. While the
Gamaliel commensurate safe_ty risk associated with category 1 and category 2 quantities is well
Torres NSSI/Sources FRN documented, there is no data to support the extrapolated 10% threshold for category 3
36.04 : N ; Industrial ’ sources would result in 10% of the risk. Rather the rule is written in order to avoid SA Web 03/10/2017|ML17101A613
Radiological |& Services Inc. NSTS, Q1 o . . .
Manager ot?talnlng.enough categor'y 3 sources that would result in a.category 2 .quantlty.. Fqllowmg
this practice would result in category 4/5/6 sources also being heavily inventoried in the
future.
Category 3 sources should not be included in the NSTS. This would impose a significant
Gamaliel personnel, time, and financial burden on companies that log multiple transfers of
Torres, NSSI/Sources . FRN, category 1, 2, and 3 sources per week. Additionally it has been our experience that the
36.05 Radiological |& Services Inc. Industrial NSTS, Q2 NSTgS (?;tabase is consistently incorrect. A reasonyfor the errors could be that multiple NSTS Web 03/10/2017|ML17101A613
Manager transferors can submit transfers to a company through the NSTS while the transferee
cannot confirm each transfer.
Another consideration is the arbitrary quantity of the category 3 thresholds. While the
Gamaliel commensurate safety risk associated with category 1 and category 2 quantities is well
Torres NSSI/Sources FRN documented, there is no data to support the extrapolated 10% threshold for category 3
36.06 X N - Industrial ’ sources would result in 10% of the risk. Rather the rule is written in order to avoid SA Web 03/10/2017|ML17101A613
Radiological |& Services Inc. NSTS, Q4 - . . .
Manager ot?talnlng_enough categor_y 3 sources that would result in alcategory 2_quant|tyl. Fo_llowmg
this practice would result in category 4/5/6 sources also being heavily inventoried in the
future.
The proposed relaxation of the rule does not seem clear. If the point is to track specific
category 3 sources as they are transferred, what happens if the same source is
Gamaliel transferred many times between the manufacturer/distributor and the licensee? It would
Torres, NSSI/Sources . FRN, appear that the M&D would report the transfer of the same source many times, this
36.07 Radiological |& Services Inc. Industrial LVS, Q3 |confusing the WBL, LVS, and NSTS. Additionally, would relaxation of tr{e rule be LvS Web 03/10/2017|ML17101A613
Manager extended to other M&Ds that are not the original M&D of the source? This clarification
would be of significant important to M&Ds that are licensed to service and distribute
sources from other M&Ds and also provide storage services.
Gamaliel Yes my company has access to the NSTS. It seems easy to confirm your annual
Torres NSSl/Sources FRN, NSTS inventory reconciliation if your inventory does not change as frequently as ours does. But
36.08 : N : Industrial licensees, | ) . . : NSTS Web 03/10/2017|ML17101A613
Radiological |& Services Inc. Q2 if you are charged with making changes to the inventory frequently, those changes
Manager cannot be submitted online.
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State of
David Reindl, [ Wisconsin, . ! . I .
37.01 Nuclear Department of Agreement FRN, No. Wisconsin opposes requiring use of the verification methods in 10 CFR 37.71 for LVS Letter 03/09/2017 |ML17101A550
- State General, Q1 [Category 3 sources.
Engineer Health
Services
Requiring verification only in this way may increase safety and /or security of some
transfer activities but would have no effect on others. For example, the risk of fraudulent
documentation is greatest the first time a manufacturer or distributor transfers a source to
licensee. License verification through LVS or manually through the recipient’s regulator
would directly address the risk of fraudulent documentation of a new licensee, increasing
State of RS " e o
. . . . safety and/security in this case. Additionally, for regulators, a manual verification can be
David Reindl, | Wisconsin, Agreement FRN a benefit by notifying the regulator when the new licensee will receive radioactive
37.02 Nuclear | Department of | "9 : SiiL by notllying the reg Ine new . At LVS Letter  |03/09/2017 |ML17101A550
X State General, Q2 |material. Once a supplier-customer relationship is established, however, additional
Engineer Health . e )
Services license verification would not reduce risk to the same degree. For these transfers there
would be little to no increase in safety and/or security and there is considerable potential
for the process to become an undue burden for licensees and regulators. Category 3
quantity sources for industrial radiography and HDR are routinely returned to
manufacturers. License verification through LVS or manually does not increase safety or
security for sources being shipped to the manufacturer.
State of
David Reindl, [ Wisconsin, Agreement FRN
37.03 Nuclear Department of 9 ’ Yes. LVS Letter 03/09/2017 {ML17101A550
X State General, Q3
Engineer Health
Services
Could the same positive effects on safety and security be achieved if manufacturers and
distributors were required to verify only certain requests? The biggest risks are: new
State of . . .
. . . . license or new use (fraudulently obtained or altered license), address changes or
David Reindl, | Wisconsin, Agreement FRN shipping to new locations (attempt to divert sources to another location), and large orders
37.04 Nuclear | Department of | "9 : pping fo ne p  another focation), 9 LVS Letter  |03/09/2017 |ML17101A550
Engineer Health State General, Q4 |of total activities or at a rate greater than normal (altering using a license to get a CAT 1
9 Services or 2 quantity). The verification method should address the risks (LVS and manual
verification do) but if possible not interfere with well vetted and routine transactions, i.e.
some analog to TSA Pre check.
State of
David Reindl, | Wisconsin, Agreement FRN No. The current regulations are adequate for protecting public health and safety for
37.05 Nuclear Department of 9 ’ Category 3 sources. The stated health and security risks of Category 3 sources do not SA Letter 03/09/2017|ML17101A550
: State NSTS, Q1 " . .
Engineer Health warrant additional security requirements.
Services
State of In addition, requiring extra tracking and license verification for iridium-192 sources until
David Reindl, | Wisconsin, Agreement FRN they decay to 2.1 Ci may prompt licensees (medical and industrial radiography) to delay
37.06 Nuclear Department of 9 ’ return shipment of old sources until the sources have decayed beneath Category 3 SA Letter 03/09/2017 {ML17101A550
- State NSTS, Q1 I L . Lo - - )
Engineer Health quantities. This increases security vulnerabilities by providing an incentive to keep
Services unused sources onsite for a longer period of time.
. . S_tate o_f Wisconsin also notes that HDR sources are always exchanged by the manufacturer.
David Reindl, Wisconsin, Agreement FRN Licensees cannot acquire sources from other vendors and the manufacturer will not shi
37.07 Nuclear | Department of | 9 : d . . "P 1 NsTS Letter  |03/09/2017 |ML17101A550
: State NSTS, Q1 |extra sources that would allow a licensee to aggregate to a Category 2 quantity. Tracking
Engineer Health . . . : h
Services HDR sources in NSTS would provide no increase in safety or security.

84




Comments Received from Category 3 Source Security and Accountability Public Meetings and Federal Register Notice (82 FR 2399)

Bins: LVS: License Verification System NSTS: National Source Tracking System WBL: Web-Based Licensing System SA: Assessment of Safety and Security Cred&SysArc: Credentialing and General System Architecture GLDs: Generally Licensed Devices
Unique .. o Stakeholder FRN . Comment Date .
\dentifier Individual Organization Type Question Comment Bin Format Written Accession No.
State of
David Reindl, [ Wisconsin, ) . ) .
37.08 Nuclear Department of Agreement FRN, Yes. It would add needlgss confusion to have different reporting requirements for NSTS Letter 03/09/2017 |ML17101A550
X State NSTS, Q2 |different source categories.
Engineer Health
Services
State of
David Reindl, Wisconsin, . . “ N .
37.09 Nuclear Department of Agreement FRN, There is .always going to be g I.ag between ground truth and what is in NSTS. NSTS Letter 03/09/2017 |ML17101A550
. State NSTS, Q3 |Wisconsin recommends retaining the reporting requirements as they are currently.
Engineer Health
Services
State of . . . .
. . . . No. Including Category 3 sources in NSTS would not increase safety or security. As
David Reindl, | Wisconsin, Agreement FRN mentioned in a previous question, may provide an incentive to reduce security b
37.10 Nuclear | Department of | "9 : cinap q » mayp . ¥ by NSTS Letter  |03/09/2017|ML17101A550
- State NSTS, Q4 [encouraging licensees to hold on to unused sources until they decay below the Category
Engineer Health
. 3 threshold.
Services
State of
David Reindl, Wisconsin, Agreement FRN
37.11 Nuclear Department of 9 ; No. NSTS Letter 03/09/2017 |ML17101A550
- State NSTS, Q5
Engineer Health
Services
State of
David Reindl, [ Wisconsin, Agreement FRN As of September 2016, Wisconsin had 57 licenses authorized for Category 1, 2 or 3
3712 Nuclear Department of 9 ) quantities. Of these, 26 are authorized for Category 1 or 2 quantities and 31 are WBL Letter 03/09/2017 |ML17101A550
: State LVS, AS Q1 )
Engineer Health authorized for Category 3 only.
Services
State of
David Reindl, Wisconsin, Agreement FRN
37.13 Nuclear Department of 9 ) We would encourage the use of LVS. LVS Letter 03/09/2017|ML17101A550
; State LVS, AS Q2
Engineer Health
Services
State of
David Reindl, [ Wisconsin, Agreement FRN
37.14 Nuclear Department of 9 ) We already use WBL, and all of our Category 3 licenses are included in WBL. WBL Letter 03/09/2017 {ML17101A550
- State LVS, AS Q3
Engineer Health
Services
State of
David Reindl, Wisconsin, . . .
3715 Nuclear Department of Agreement FRN, 'I"here will be an. increased burden to respond to licensees who choose to pursue manual LVS Letter 03/09/2017 IML17101A550
: State LVS, AS Q4 |license verification.
Engineer Health
Services
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10 CFR 20.2207 does not specify how the annual inventory reconciliation must be
conducted. Wisconsin has understood annual reconciliation as the licensee’s
responsibility, which Wisconsin then verifies during inspection. The annual reconciliation
State of process does not have to include mailing a hard copy of the inventory. Wisconsin does
David Reindl, | Wisconsin, Agreement FRN, not support printing and mailing a hard copy of security-related information to the
37.16 Nuclear Department of 9 NSTS, AS |licensees for this purpose. It is reasonable to expect licensees to seek access to NSTS NSTS Letter 03/09/2017 |ML17101A550
- State . ) o
Engineer Health Q1 online. If NSTS is expected to be a real time inventory system the process of annual
Services inventory reconciliation is antiquated. The annual inventory reconciliation was most
useful when the system was first adopted but currently provides little use in keeping the
system accurate. NRC should evaluate whether the annual inventory reconciliation is still
necessary at all, or whether review of this information during inspection is adequate.
No. In 2009, NRC'’s rationale for including Category 1 and 2 sources in NSTS was based
on the potential health effects due to misuse of a source. Since then, no additional threat
State of .
. . - ) bases have been evaluated which concluded that Category 3 sources present a
David Reindl, | _Wisconsin, Agreement FRN significant threat. In addition, Category 3 fixed gauge sources are often in large industrial
37.17 Nuclear | Departmentof | "9 Y an al. » Jalegory ¢ gaug gelr SA Letter  |03/09/2017 |ML17101A550
I State Security, Q1 |environments in places that cannot easily be segregated from other areas. Defining a
Engineer Health . ) . .
Services security zone and controlling access to these areas would be extremely difficult, if not
impossible. Subjecting Category 3 sources to Part 37 security requirements without a
credible threat basis is not warranted.
State of
David Reindl, [ Wisconsin, . . . ’ . .
3718 Nuclear Department of Agreement FRN, Yes.‘(?aeneralxlly licensed devices which are currently subject to registration should be GLDs Letter 03/09/2017 |ML17101A550
- State Security, Q2 |specifically licensed.
Engineer Health
Services
Robert ; . . ' ) ) .
) Elekta is committed to ensuring the safe use of radiological sources and to working with
Thomas, Vice . ) e
President the NRC on implementing policies that enhance safety. We are concerned that the
38.01 Health Poli<’: Elekta, Inc. Medical General |policies proposed in the request for comment will not have a measurable impact on SA Letter 03/10/2017|ML17101A582
and Govt ¥ safety. However, these policies will result in increased administrative burdens and costs
. for companies and cancer care providers.
Affairs
Robert - . '
Thomas. Vice We are specifically concerned with the proposal to require Category 3
Presid’ent sources to be included in the National Source Tracking System (NSTS). Access to
38.02 Health Poli<’: Elekta, Inc. Medical General |brachytherapy, a life-extending technology for cancer patients, is currently limited. NSTS Letter 03/10/2017|ML17101A582
and Govt ¥ Increasing undue administrative burdens and costs on companies and health care
Affairs providers may further limit access to this technology for cancer patients.
Robert
Tlgr;;zé:]/:ce We urge NRC to refrain from increasing administrative burdens on cancer care
38.03 Health Poli<’: Elekta, Inc. Medical General [companies and providers and to not require Category 3 sources to be included in the SA Letter 03/10/2017 |ML17101A582
¥ NSTS.
and Govt
Affairs
. There would be little improvement in safety and security by including Category 3 sources
Eric W. Health Physics in the security requirements of 10 CFR 37. There would however, be increased
39.01 Abelquist, Yy NGO General . ntyreq h ’ : X ) ) SA Letter 03/09/2017 |ML17101A547
. Society administrative and operational costs that would not improve safety while adding
President-elect " A
additional complications related to the management of such sources.
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. No, the current regulations are sufficient. The vast majority of such sources are
Eric W. Health Physics FRN transferred from the manufacturer to and from licensees where the source is used and
39.02 Abelquist, Y NGO ’ . SA Letter 03/09/2017 |ML17101A547
. Society General, Q1 [subsequently returned to the manufacturer. These transactions are between
President-elect P h X R .
organizations with an established business relation for understood purposes.
Eric W For routine transactions replacing radioactive sources, such as those in medicine, such
39.03 Abelquist, Health I?hysu:s NGO FRN, f(ransfers are between licensees with an extended relatlonlshlp. ngch a change yvould SA Letter 03/09/2017 |ML17101A547
. Society General, Q2 [increase the cost of source replacements and transfers with a limited or non-existent
President-elect . ) )
increase in safety and/or security.
Licensees returning sources to manufacturers and distributors should be exempt from
Eric W. Health Physics FRN the requirement to verify licenses through the LVS or license issuing authority. Sources
39.04 Abelquist, . ¥ NGO ’ are usually returned as part of a source replacement transaction. A requirement for LVS LVS Letter 03/09/2017 |ML17101A547
. Society General, Q3 e . ) .
President-elect verification would add unnecessary work and delay with no improvement in safety or
security.
Any change to the regulations governing Category 3 sources should provide
consideration to source replacement program for known licensees with established
Eric W. Health Physics FRN relationships. The same end result as the proposed rule could be achieved by
39.05 Abelquist, . ¥ NGO ’ implementation of more rigorous pre-licensing review and dedicating adequate resources LVS Letter 03/09/2017 [ML17101A547
. Society General, Q4 . . . . . -
President-elect for inspection and enforcement to ensure licensee compliance with existing
requirements, e.g., 10 C.F.R. § 30.41, without increasing the regulatory burden on
licensees.
Category 3 sources should not be added to the NSTS. Such an addition will vastly
increase the number of sources in the NSTS and the number of transactions with
Eric W. Health Physics FRN minimal safety and security improvements. Medical facilities and radiography companies
39.06 Abelquist, Societ)),/ NGO NSTS ’Q.] use High Dose Rate Brachytherapy ('%Ir) (HDR) that are exchanged approximately four NSTS Letter 03/09/2017 |ML17101A547
President-elect ' times a year throughout the year. These facilities and vendors already work together to
ensure source delivery and receipt. If a shipment is not received, as expected, regulators
are already promptly notified.
If Category 3 sources were to be included in NSTS, inventory verification would be
Eric W. Health Physics FRN required. However, since many of these sources are short-lived replacement sources, it
39.07 Abelquist, Society NGO NSTS ’Q2 would require routine changes to the inventory and identification numbers for the sources NSTS Letter 03/09/2017 [ML17101A547
President-elect y ’ leading to an increase administrative burden to NSTS and licensee staff with little or no
safety and security benefit.
A requirement for ‘immediate’ reporting for routine exchange of Category 3 sources
Eric W. Health Physics FRN would create an extensive administrative burden on manufactures, licensees and NSTS
39.08 Abelquist, Y NGO ’ staff with little or no safety and security benefit. Since many of these sources are NSTS Letter 03/09/2017|ML17101A547
} Society NSTS, Q3 . . ) )
President-elect preplanned exchanges, NRC should consider prior reporting of the shipments to the
licensee and the return to the manufacturer/vendor in one reporting transaction.
Any increase in safety and/or security would be minimal if it exists at all. The proposed
. rule indicates a gap exists where transaction information provides a level of protection
Eric W. Health Physics FRN that is not otherwise present. However, no vulnerability assessment has been performed
39.09 | Abelquist, Y NGO * . P e : o 1 P NSTS Letter  [03/09/2017|ML17101A547
- Society NSTS, Q4 |to support this argument. No evidence has been provided that addition of Category 3
President-elect - . . .
sources to the National Source Tracking System will generate a timely response to
missing or unauthorized shipments.
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Inclusion of Category 3 sources in NSTS should be based on a comprehensive risk
analysis that takes into consideration existing licensing control and an extensive history
Eric W. Health Physics FRN of the control of such sources. Inclusion should be based on a net increase in safety and
39.10 Abelquist, -y NGO ’ security with system design considerations given to the additional recordkeeping NSTS Letter 03/09/2017|ML17101A547
X Society NSTS, Q5 . X . . .
President-elect transactions. If Category 3 sources are included in the National Source Tracking System,
it has the potential to dilute the effectiveness of this tracking system for Category 1 and 2
sources due to the sheer volume of sources and the number of transactions.
. Many licensees would have limited need to sign-up for the LVS as most transactions are
Eric W. Health Physics FRN return of sources to a manufacturer. For the infrequent use, many licensees would likel
3911 | Abelquist, Y NGO ’ . anutacturer. q » many ‘ y LVS Letter  |03/09/2017 |ML17101A547
. Society LVS, Q1 [prefer an option of email a verification request. For those more technologically capable,
President-elect . .
online access should be easy to request and simple to use when necessary.
Eric W. Health Physics FRN Medical licensees with HDR sources and radiography companies could expect to
39.12 Abelquist, . ¥ NGO ! exchange four sources per year that are received from and returned to the sealed source LVS Letter 03/09/2017 [ML17101A547
- Society LVS, Q2
President-elect manufacturer.
No, that will add work and delay with no benefit. If the manufacturer shipped a new
Eric W. Health Physics FRN source to a licensee with a source return packet, it is reasonable to assume the
39.13 Abelquist, Y NGO i manufacturer is still licensed to receive the old source. Rechecking their license with LVS Letter 03/09/2017|ML17101A547
- Society LVS, Q3 A - )
President-elect every shipment would cause unnecessary delays in returning old sources that would
result in increased staff doses due to the continued presence of the old source.
Annual reconciliation of sources on the NSTS is easy to perform and efficient. However,
Eric W. Health Physics FRN, NSTS |transferring and receiving sources on the NSTS can be confusing from the multiple
39.14 Abelquist, Society NGO licensees, |options for the same process, especially for transactions involving licensees out of the NSTS Letter 03/09/2017 [ML17101A547
President-elect y Q2 United States. With that said, the NSTS Help Desk has always been very helpful in
guiding licensees through the process.
The physical security requirements for High Dose Rate Brachytherapy could complicate
Eric W. Health Physics ERN patient care with questionable safety and security benefit. HDR patient therapy is already
39.15 Abelquist, . ¥ NGO L very stressful for the patient as this treatment places high dose rate sources in contact SA Letter 03/09/2017 ML17101A547
. Society Security, Q1| * . - . . . . .
President-elect with the patient. Existing Category 1 and 2 security requirements are inconsistent with
the medical and operational needs of radiation therapy.
Eric W. Health Physics FRN It would be reasonable for category 1, 2 and 3 quantities of radioactive materials to
39.16 | Abelquist, Y NGO o : 150N gory 1, 4 GLDs Letter  [03/09/2017|ML17101A547
- Society Security, Q2 |require a specific license.
President-elect
| reviewed the July 2016 Government Accountability Report (GAO-16-330), the staff
requirements memorandum SRM-COMJMB-16-001, and other documents relevant to the
’ topic and | participated in the January 31st Category 3 Source and Accountability Public
John J. Miller, . . )
Meeting. | understand the concern the GAO sting operation has generated and
RSO and International appreciate the NRC'’s efforts to address this concern but | don’t believe expanding the
40.01 Radiation Industrial | General |2PP ne . . ; panding SA Letter  |03/07/2017 |ML17101A546
Compliance Isotopes Inc. scope of existing regulations to include Category 3 sources into the NSTS and LVS
p systems would have changed the outcome of the GAO operating The GAO obtained the
Officer ! " ) . . -
license because of the lack of due diligence during the pre-licensing phase of issuing a
license. The LVS and NSTS systems and the Part 37 regulations had no role in pre-
licensing activities.
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| question the argument that expanding the LVS and NSTS requirements to Category 3
materials and sources would prevent a Category 3 licensee from obtaining a Category 2
. quantity of materials by procuring materials from multiple suppliers. | suppose the theory
John J. Miller, ) . )
RSO and is that the LVS and NSTS systems would signal to the appropriate regulator that a
40.02 Radiation International Industrial General r'ecelvmg licensee was collecting a Categow? quantity of material when they were only SA Letter 03/07/2017 |ML17101A546
. Isotopes Inc. licensed to possess up to a Category 3 quantity of material. As a user of both the NSTS
Compliance o ) .
and LVS systems | am not sure if this is a realistic assumption. When | use the LVS
Officer ) ) ) : . .
system to verify a license the system does not require that | input a quantity of material
that is being requested. | review the license that is provided by the LVS and | verify that
the quantity and form of the material being requested is authorized by the license.
Another point made in GAO-16-330 was that of counterfeited licensees; “Further the
NRC does not specifically require that the validity of category 3 licenses be verified by the
seller with the NRC or the agreement states - creating the risk that licenses could be
John J. Miller, counterfeited...”. | would agree that when the LVS is used prior to conducting a transfer
RSO and International the validity and accuracy of the license being verified is ensured and that it would be
40.03 Radiation Isotopes Inc Industrial General |highly unlikely to transfer radioactive materials to a counterfeited license. This being said, LVS Letter 03/07/2017 |ML17101A546
Compliance P ’ would the effort needed to include all of the Category 3 licenses into the WBL be justified
Officer in order to address a theoretical deficiency? There is no data to suggest that the license
verification methods for Category 3 and below quantities utilizing the current regulatory
requirements (§§30.41, 40.51 and 70.42) do not adequately protect the public health and
safety.
In general, INIS does not believe expanding the WBL, NSTS and LVS systems to include
John J. Miller, Category 3 quantities of radioactive materials is warranted and we strongly discourage
RSO and International expansion of NSTS to include Category 3 sources. We do believe that including licenses
40.04 Radiation Industrial General |that authorize the possession of Category 3 quantities of radioactive material into the SA Letter 03/07/2017|ML17101A546
. Isotopes Inc. - ) .
Compliance WABL system would ensure the accuracy and validity of these licenses prior to
Officer transferring radioactive materials but the resources needed to expand and maintain this
capability would need to be justified against the perceived benefits.
John J. Miller, No. The current methods of verifying a recipient’s license or authorization prior to
RSO and International FRN transferring Category 3 quantities of radioactive materials provides a sufficient level of
4005 | Radiation Industrial : g Lategory 5 q . . provt e LVS Letter  |03/07/2017 |ML17101A546
Compliance Isotopes Inc. General, Q1 [safety and security commensurate with the quantity of radioactive material involved. No
Of%cer changes to the regulator sections referenced above are warranted.
John J. Miller, We do not believe there would be an increase in the level of safety and security if license
RSO and International ERN verification was conducted through the LVS. We believe that the accuracy and validity of
40.06 Radiation Industrial ’ the licensee being verified would be assured but it is not clear if this would result in an LVS Letter 03/07/2017|ML17101A546
. Isotopes Inc. General, Q2 |. . ) ) )
Compliance increase in the level of safety or security that is currently provided by the current
Officer regulatory requirements.
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As proposed the exception is arbitrary and no basis is provided to support it. The intent to
. limit the regulatory burden on the users of Category 3 sources is understandable but a
John J. Miller, X X R . . X .
RSO and better exemption may be that license verification utilizing the LVS is not required when
40.07 Radiation International Industrial FRN, r_eturnlng Category 3 quantities of mater_lal_to the _orlglnal supplier. Ip 'FhIS _scenarlo_, the LVS Letter 03/07/2017 |ML17101A546
Compliance Isotopes Inc. General, Q3 [licensee returning the Category 3 quantity is confident that the receiving licensee is
szcer authorized to possess the material because the receiving licensee had originally supplied
the material. It would also be important to stress that the license must still be verified in
accordance with §§30.41, 40.51 and 70.42 as applicable.
We believe that the current methods of verifying a recipient’s license prior to transferring
Category 3 quantities of radioactive materials adequately protects the public health and
John J. Miller, safety. Verifying a license using the LVS system prior to transferring Category 3
RSO and International FRN quantities of radioactive materials would ensure the validity and accuracy of the license
40.08 Radiation Industrial ’ being verified and would thereby prevent the transfer of Category 3 quantities of LVS Letter 03/07/2017|ML17101A546
. Isotopes Inc. General, Q4 ) . . . . - AN
Compliance radioactive materials to a counterfeited license. The questions now become; (1) is this a
Officer legitimate concern? And (2) does this concern justify the resources required to expand
and maintain the WBL and LVS systems? We believe the answer to these questions is
no.
No, we do not believe there would be any benefit to include Category 3 sources into the
' NSTS. Expanding NSTS to include Category 3 sources could overwhelm the system
John J. Miller, S . .
making it counterproductive. We acknowledge that Category 3 sources could result in
RSO and International FRN hysical harm if mishandled but we believe that the regulatory requirements that are
4009 | Radiation Industrial +|Prysicalh . guratory requi NSTS Letter  |03/07/2017 |ML17101A546
. Isotopes Inc. NSTS, Q1 [currently in place adequately addresses the risks associated with this level of
Compliance ’ - ) h . .
radioactivity. It is also important to note that most if not all Category 3 sources that are in
Officer f ) . . - )
use are registered in the sealed source and device registry and are specifically listed on
the end user’s license and are routinely inventoried and leak tested.
The NSTS is a tracking system that is intended to follow high risk sources throughout
' their lifecycle from the time that they are manufactured until the time the sources are
John J. Miller, . . L
disposed of, destroyed or decayed below the reporting threshold. What point is there to
RSO and International FRN include Category 3 sources into the NSTS if the current reporting requirements are not
4010 | Radiation Industrial : ! gory ; porting req . NSTS Letter  |03/07/2017 |ML17101A546
R Isotopes Inc. NSTS, Q2 |applied? Inclusion of Category 3 sources into the NSTS system becomes mute if the
Compliance . . S ) .
Officer source is not tracked through the lifecycle, which is accomplished through reporting. The
fact that this question is specifically being asked brings into question the rational to
include Category 3 sources into the NSTS.
No. This question implies that the NSTS and LVS systems can be used in concert so
that when the LVS system is utilized to verify a license prior to transferring Category 1 or
. 2 quantities of radioactive material, the LVS system would be capable of authorizing or
John J. Miller, - o L , )
denying the planned transfer by verifying the receiving licensee’s current NSTS inventory
RSO and International FRN against their possession limit. The NSTS system is a database that is intended to track
40.1 Ci?ndlﬁgz:;e Isotopes Inc. Industrial NSTS, Q3 |high risk sources through their lifecycle and the LVS system is a database that allows the Cred&SysArc Letter 03/07/2017|ML17101A546
OfFF)lcer transferring licensee to verify a recipient’s authorization to possess the Category 1 or 2

quantities of radioactive material that they have requested. We believe it is up to the
recipient licensee to ensure that the quantity of radioactive material that they have
requested is within their remaining possession authorizations.
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. We do not believe there would be any safety or security benefit if the regulations were
John J. Miller, . ) )
changed to include Category 3 sources in the NSTS. In fact, there could be a decrease in
RSO and International FRN safety and security if an end user decides it is easier to place disused Category 3
40.12 Radiation Industrial ; yan Y _ _ P it SA Letter  [03/07/2017|ML17101A546
Compliance Isotopes Inc. NSTS, Q4 |sources into long term storage instead of returning a disused Category 3 source to the
Officer manufacturer or supplier for end of life management options such as recycling or
disposal.
We believe the NSTS is fulfilling the US’ obligation to the IAEA Code of Conduct through
. the establishment of a national register of radioactive sources, that at a minimum
John J. Miller, X R " .
includes Category 1 and 2 sources. Going beyond this to include Category 3 sources
RSO and International FRN would need to be justified with a risk assessment and cost benefit analysis. Without
40.13 Radiation Industrial ; ] ) e Justt o ysis. SA Letter 03/07/2017 |ML17101A546
Compliance Isotopes Inc. NSTS, Q5 [knowing specific details on the number of additional users that would be affected by such
szcer an expansion, we can only assume that the resources that would be necessary to expand
and maintain the expansion of the WBL, NSTS and LVS systems would be significant
and that these resources could be better utilized by the affected licensees and regulators.
John J. Miller,
RSO and International FRN
40.14 Radiation Industrial i We currently utilize the LVS system. LVS Letter 03/07/2017 [ML17101A546
. Isotopes Inc. LVS, Q1
Compliance
Officer
John J. Miller,
RSO and International FRN As a source manufacturer, we consider this proprietary information and would prefer to
4015 | Radiation Industrial ’ . Lurer, we co! propristary . P LVS Letter  |03/07/2017 |ML17101A546
. Isotopes Inc. LVS, Q2 [provide answers to this question in a follow-up phone conversation.
Compliance
Officer
John J. Miller This question appears to be addressing Objective 1.a.ii. of the NRC/Agreement State
. ’ Working Group License Verification and Transfer of Category 3 Sources (ML16197A474)
RSO and International FRN Charter and it is not clear if the question is intended to include Category 1 and 2 source
4016 | Radiation Industrial ’ que: o gory LVS Letter  |03/07/2017 |ML17101A546
Compliance Isotopes Inc. LVS, Q3 [transfers as well. It seems that the intent of the question is to reduce the regulatory
p burden associated with the use of the LVS. If this is the case, then why not expand this to
Officer ) f
any established licensee?
' Along these same lines the §37.71 (a) and (b) requirement to verify a license utilizing the
John J. Miller, s » ) - " e
LVS “prior to” the transfer is not clear. Does the term “prior to” mean within 24 hours,
RSO and International FRN within 1 week, within 30 days? If these transfers are routine, occurring several times a
40.17 Radiation Industrial | ’ . ys?! ) S g several ! LvS Letter 03/07/2017 |ML17101A546
Compliance Isotopes Inc. LVS, Q3 [month to the same licensee or if the transfer is for a bulk quantity of material with
p deliveries staggered over a period of time is license verification required “prior to” each of
Officer -
the transfers made to the licensee.
John J. Miller Yes, | have on-line access.
. ’ There are times when the “Contact Agency Alert” window appears and no explanation is
RSO and International FRN iven as to why the code appears, just that verification should be conducted through the
40.18 Radiation Industrial » [gvena Y > appears, J , ucted throug Cred&SysArc |  Lefter  |03/07/2017|ML17101A546
. Isotopes Inc. LVS, Q4 [regulating agency. If an incorrect amendment number was inserted or if the license
Compliance . " ) . )
number was typed incorrectly additional information could be provided to the user that
Officer . e
would allow the person to correct the error and proceed with the verification.
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John J. Miller, . ) .
Being able to access the system through a wireless network would be desirable.
RSO and International FRN Including the Sealed Source and Device Registries into the LVS would be an
40.19 Radiation Industrial | . 9 9 ) . Cred&SysArc Letter 03/07/2017 |ML17101A546
. Isotopes Inc. LVS, Q4 [improvement, so that users of sources and devices could verify that they have the most
Compliance . . .
Officer up to date SS&DR for the source and/or device in their possession.
John J. Miller,
RSO and International FRN, NSTS
40.20 Radiation Industrial licensees, |We currently utilize the NSTS. NSTS Letter 03/07/2017|ML17101A546
X Isotopes Inc.
Compliance Q1
Officer
John J. Miller, Yes, | have on-line access
RSO and International FRN, NSTS Beir; able to make correciions to a source after it has been transferred is not possible
40.21 Radiation Industrial licensees, 9 . P ’ Cred&SysArc Letter 03/07/2017|ML17101A546
. Isotopes Inc. and correction have to be made through the help desk.
Compliance Q2 . ) . . .
Officer Having to shut down the browser after logging off in order to log back on is annoying.
Wireless access would be ideal.
The NRC should provide guidance on the intent of the NSTS system, which should be
limited to the tracking of sealed sources that are intended for or have been commercially
distributed. As it is now “radioactive material that is sealed in a capsule or closely
John J. Miller, bonded, in a solid form and which is not exempt from regulatory control” language found
RSO and International FRN, NSTS [in the §20.1003 definition of a “nationally tracked source” encompasses radioactive
40.22 Radiation Industrial licensees, |materials that should not be included in the NSTS. For example, capsules of bulk Cred&SysArc Letter 03/07/2017|ML17101A546
: Isotopes Inc. . . i : - .
Compliance Q2 material that will be utilized for source manufacturing, radioisotope targets, inner source
Officer capsules or incomplete sealed sources that have not been released for distribution, and if
the NSTS was to include category 3 “sources” individual 1 mm x 1mm Co-60 pellets
would me the §20.1003 definition of a nationally tracked source. The intent of NSTS was
to track a Category 1 or 2 sealed source through its life cycle and was not intended to
include all forms of radioactive materials contained in a capsule or closely bonded.
John J. Miller,
RSO and International FRN
40.23 Radiation Industrial ) No comments to the questions in this section. LVS Letter 03/07/2017|ML17101A546
. Isotopes Inc. LVS, AS Q1
Compliance
Officer
John J. Miller,
RSO and International FRN No. We believe that the existing safety regulations provide an adequate and appropriate
4024 | Radiation Industrial o : ) 9 saiety regulations provide an adequate and approp SA Letter  |03/07/2017|ML17101A546
Compliance Isotopes Inc. Security, Q1 [level of security for Category 3 and below quantities of radioactive material.
Officer
’ We are not aware of how many such sources would be affected but it seems reasonable
John J. Miller, . . s ) : s : .
to establish maximum quantities of radioactive materials in generally licensed devices.
RSO and International FRN Reserving the authorization to possess Category 1, 2 and 3 quantities of radioactive
4025 | Radiation Industrial o ving the authol P gory 1, > quantiies < GLDs Letter  |03/07/2017|ML17101A546
Compliance Isotopes Inc. Security, Q2 [material to specific licensees would be warranted if data exists that indicates there are
szcer generally licensed devices containing these quantities of radioactive materials that pose
a safety or security risk.
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Linda Kroger,
RSO, There would be little improvement in safety and security by including Category 3 sources
41.01 UnlvgrS|ty of self Medical General  |M thg .securlty requ|remen.ts of 10 CFR 37 but there would.hov.vever, be increased SA Web 03/07/2017 |ML17101A545
California, administrative and operational costs that would add complications related to the
Davis Medical management of such sources.
Center
Linda Kroger,
RSO, No, the current regulations are sufficient. The vast majority of such sources are
41.02 Unlvgrsny of self Medical FRN, transferred from the manufacturer to and from licensees where the source is used and SA Web 03/07/2017 |ML17101A545
California, General, Q1 |subsequently returned to the manufacturer. These transactions are between
Davis Medical organizations with an established business relation for understood purposes.
Center
Linda Kroger,
RSO, For routine transactions replacing radioactive sources, such as those in medicine, such
41.03 Unlvgrsny of self Medical FRN, .transfers are between licensees with an extended relatlonlshlp. .Sgch a change Yvould LVS Web 03/07/2017 |ML17101A545
California, General, Q2 [increase the cost of source replacements and transfers with a limited or non-existent
Davis Medical increase in safety and/or security.
Center
Linda Kroger, Licensees returning sources to manufacturers and distributors should be exempt from
RSO, : - . - )
University of FRN the requirement to verify licenses through the LVS or license issuing authority. Sources
41.04 Californ?la self Medical General’ Q3 are usually returned as part of a source replacement transaction. A requirement for LVS LVS Web 03/07/2017 |ML17101A545
- - ’ verification would add unnecessary work and delay with no improvement in safety or
Davis Medical .
security.
Center
Linda Kroger, Any change to the regulations governing Category 3 sources should provide
RSO, consideration to source replacement programs for known licensees with established
41.05 Un|v§r3|ty of self Medical FRN, relatlonshlpg. The same gnd result as.the Rroposgd rule couldlbe .ach|eved by SA Web 03/07/2017 |ML17101A545
California, General, Q4 |implementation of more rigorous pre-licensing review and dedicating adequate resources
Davis Medical for inspection and enforcement to ensure licensee compliance with existing requirements
Center without increasing the regulatory burden on licensees.
. Category 3 sources should not be added to the NSTS. Such an addition will vastly
Linda Kroger, ) . ) )
increase the number of sources in the NSTS and the number of annual transactions with
RSO, . o ) S . )
University of FRN minimal safety and security improvements. Medical facilities performing 192Ir High Dose
41.06 Californ?la self Medical NSTS ’Q1 Rate Brachytherapy (HDR) have sources that are exchanged approximately four times a NSTS Web 03/07/2017|ML17101A545
Davis Medi(’:al ’ year. These facilities and vendors already work together to ensure source delivery and
receipt. If a shipment is not received, as expected, regulators are already promptly
Center o
notified.
Linda Kroger,
RSO, If Category 3 sources were to be included in NSTS, inventory verification would be
41.07 Unlv_ersny of self Medical FRN, required. H_oweverl, since many of the_se sources arg short—llv_ed replaceme_n'_t sou_rces, it NSTS Web 03/07/2017 |ML17101A545
California, NSTS, Q2 [would require routine changes to the inventory leading to an increase administrative
Davis Medical burden to NSTS and licensee staff with little or no safety and security benefit.
Center
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L|nd;SKcr)oger, A requirement for ‘immediate’ reporting for Category 1 and 2 source transfers within 24
Universié of FRN hours would seem reasonable. Same day would likely create an extensive administrative
41.08 Californ?la self Medical NSTS ’QS burden on licensees with little or no safety and security benefit. Since many of these NSTS Web 03/07/2017 |ML17101A545
R - ! sources are preplanned exchanges, NRC should consider prior reporting of the
Davis Medical . ) L
shipments to the regulatory authority as sufficient.
Center
Linda Kroger,
RSO,
4109 | University of self Medical FRN. | Any increase in safety and/or security would be minimal if it exists at all SA Web  [03/07/2017|ML17101A545
: California, NsTs, 4 |V Y y :
Davis Medical
Center
. Inclusion of Category 3 sources in NSTS should be based on a comprehensive risk
Linda Kroger, ) . ) ’ A . . .
RSO analysis that takes into consideration existing licensing control and an extensive history
Universié of FRN of the control of such sources. Inclusion should be based on a net increase in safety and
41.10 ersity self Medical ’ security with system design considerations given to the additional recordkeeping NSTS Web 03/07/2017|ML17101A545
California, NSTS, Q5 . K - X .
. . transactions. If Category 3 sources are included in the National Source Tracking System,
Davis Medical . - ) . . ;
it has the potential to dilute the effectiveness of this tracking system for Category 1 and 2
Center )
sources due to the sheer volume of sources and the number of transactions.
L|nd;SKcr)oger, Many licensees would have limited need to sign-up for the LVS as most transactions are
Universié of FRN the return of sources to a manufacturer which should be an exception to the verification
41.11 Californ?la self Medical LVS C’H process. Due to infrequent use, many licensees would likely prefer an option of emailing LVS Web 03/07/2017 |ML17101A545
Davis Medi(;al ’ a verification request. For those more technologically capable, online access should be
easy to request and simple to use when necessary.
Center
Linda Kroger,
Uni\'/qesrgt’ of FRN Medical licensees with HDR sources and radiography companies could expect to
41.12 Californ?la self Medical LVS (i)2 exchange four sources per year that are received from and returned to the sealed source LVS Web 03/07/2017 |ML17101A545
- - ’ manufacturer.
Davis Medical
Center
L|nd;SKcr)oger, No, that will add work and delay with no benefit. If the manufacturer shipped a new
Universit’ of FRN source to a licensee with a source return packet, it is reasonable to assume the
41.13 Californ?la self Medical LVS éS manufacturer is still licensed to receive the old source. Rechecking their license with LVS Web 03/07/2017 |ML17101A545
- - ’ every shipment would cause unnecessary delays in returning old sources that would
Davis Medical o )
Center result in increased staff doses due to the continued presence of the old source.
Linda Kroger,
RSO,
University of . FRN, No. But | have had nothing but trouble getting online access to the NSTS system so |
4114 California, self Medical LVS, Q4 |would anticipate issues with the LVS system as well. Cred&SysArc Web 03/07/2017 ML17101A545
Davis Medical
Center
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Linda Kroger,
Uni\'/qesrgt’ of FRN, NSTS |As stated above, | have had nothing but trouble getting online access to the NSTS
41.15 Californ?la self Medical licensees, [system due to firewall issues. The help desk has not been able to resolve the problem. | NSTS Web 03/07/2017 |ML17101A545
. - Q1 would use the e-mail method.
Davis Medical
Center
. No. Yes. See above. On my last call with the NSTS help desk in December 2016, after
Linda Kroger, - . o )
RSO receiving an e-mail from NSTS reminding me | had online access and that my annual
Universié of FRN, NSTS [reporting information would be coming soon, they acknowledged that the e-mail went out
41.16 erstty self Medical licensees, |to everyone - even those like me who they know don’t have access. So if they can’t even NSTS Web 03/07/2017|ML17101A545
California, : : ’
. . Q2 get their e-mails to go out correctly to the 1200 licensees that have Category 1 and 2
Davis Medical ) . . .
sources, how are they going to be able to deal with 5000 licensees if Category 3 sources
Center
are added?.
Linda Kroger, The physical security requirements for High Dose Rate Brachytherapy could complicate
RSO, - TN - ) . .
University of ERN patient care with little if any safety and security benefit. HDR patient therapy is already
41.17 o self Medical ) complicated and very stressful for the patient as this treatment places high dose rate SA Web 03/07/2017|ML17101A545
California, Security, Q1 . . . . . .
- . sources in contact with the patient. Adding Category 1 and 2 security requirements would
Davis Medical ) ) o
Center be a burden on the medical and operational needs of HDR radiation therapy.
Linda Kroger,
RSO,
41.18 Unlv_ersny of self Medical FR_N, It wog!d l_)e reasonable for Category 3 quantities of radioactive materials to require a GLDs Web 03/07/2017 |ML17101A545
California, Security, Q2 [specific license.
Davis Medical
Center
James A. Westinghouse has several licenses that are maintained under Agreement State
Gresham, | Westinghouse arrangements and the licensees would be impacted by the proposed changes.
42.01 Manager, Electric Industrial General |Westinghouse disagrees that further protection and accounting for Category 3 sources is SA Letter 03/10/2017|ML17101A581
Regulatory Company needed and provides responses to the questions below (not all Federal Register Notice
Compliance questions are addressed).
James A.
Gresham, | Westinghouse FRN No, Westinghouse believes that the transfer of material regulations in Part 30, Part 40
42.02 Manager, Electric Industrial ’ | 9 . 9 ! ! LVS Letter 03/10/2017|ML17101A581
General, Q1 [and Part 70 are adequate as currently written.
Regulatory Company
Compliance
James A. Currently, Westinghouse uses a state regulator approved method to verify licenses prior
Gresham, | Westinghouse FRN to transfer. Generally, transfers performed by Westinghouse are with entities with whom
42.03 Manager, Electric Industrial General’ Q2 Westinghouse has a long working relationship. Westinghouse believes that the current LVS Letter 03/10/2017|ML17101A581
Regulatory Company ’ license verification process is acceptable and does not pose an undue safety or security
Compliance risk.
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Inclusion of Category 3 materials in the NSTS could pose a significant complication to
our work. Westinghouse receives shipments of Category 3 materials which are
James A. subsequently divided into smaller samples for testing and archiving. An example of this
Gresham, Westinghouse FRN would be surveillance capsules which arrive from operating plants and are opened in our
42.04 Manager, Electric Industrial ; hot cells (resulting in a single source becoming more than 100 sources). These are NSTS Letter 03/10/2017 |ML17101A581
NSTS, Q1 ) ) ) -
Regulatory Company subsequently destructively tested, which again multiplies the number of sources.
Compliance Since this is all irradiated metal, these individually tested pieces may still constitute
Category 3 materials. Some of this material will be archived indefinitely, while others are
scrap material for disposal.
James A. Using the surveillance capsule example, this Category 3 material is divided into many
Gresham, | Westinghouse FRN individual samples making it very difficult to track the samples. All work with the
42.05 Manager, Electric Industrial ) surveillance capsules is performed in the hot cell. Therefore, for tracking purposes, the NSTS Letter 03/10/2017|ML17101A581
NSTS, Q1 ] e )
Regulatory Company samples would need to be remotely identified (in the hot cell) with a bar-code or other
Compliance tracking number which could be read remotely (through the hot cell windows).
Westinghouse currently tracks the total inventory (isotopically) on a receipt/shipment
James A. . ) . PR, . . )
. basis, but any finer tracking would require significant changes including large capital
Gresham, Westinghouse FRN investments and time. The material in question is currently controlled as radioactive
42.06 Manager, Electric Industrial ) . " ; a ourrently ) NSTS Letter 03/10/2017|ML17101A581
NSTS, Q1 [materials quantities of concern (RMQC) from the time it enters inventory as an aggregate
Regulatory Company ) ) . ) .
. source, so there is no added benefit to the security of the material with Category 3 level
Compliance )
tracking.
James A. ) . ) . .
. Westinghouse disagrees that Category 3 materials should be included in NSTS and
Gresham, Westinghouse FRN therefore disagrees that the Category 1 and 2 source requirements be imposed
42.07 Manager, Electric Industrial : lisag egory 1 ar d posed. NSTS Letter  |03/10/2017|ML17101A581
NSTS, Q2 |However, if NRC so deems the inclusion into NSTS necessary, a graded approach
Regulatory Company ) ) ;
. should be applied due to the low (comparative) risk to Category 1 and 2 sources.
Compliance
James A.
Gresham, Westinghouse FRN At one Westinghouse location, they perform approximately two to three shipments per
42.08 Manager, Electric Industrial LVS C:)2 month of Category 3 materials, of which, transfers directly to/from a manufacturer are LVS Letter 03/10/2017|ML17101A581
Regulatory Company ’ very infrequent.
Compliance
James A. NSTS, or the alternative process to email the information, works reasonably well for the
Gresham, Westinghouse FRN, NSTS source’s that are currentl ptracked in it. Materials re orted’in NSTS are easi)I/ reconciled
4209 | Manager, Electric Industrial | licensees, v ' P easty NSTS Letter  |03/10/2017 |ML17101A581
and tracked. However, using the system for tracking Category 3 materials would add
Regulatory Company Q2 L - ; . .
. significant administrative burden prior to every shipment.
Compliance
James A.
Gresham, | Westinghouse FRN No, Westinghouse believes that the physical security requirements for Category 3
42.10 Manager, Electric Industrial N  Yvesting Phy yreq gory SA Letter  |03/10/2017|ML17101A581
Security, Q1 |materials are acceptable.
Regulatory Company
Compliance
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43.01

Michael
Albanse

Qal-Tek

Industrial

General

| order to balance stakeholder resources to improve protection and accountability what if:
1) license reviewer perform background checks for each applicant and one other
individual in the entity asking for the license/renewal or amendment.

2) license cannot be issued until facilities and applicant are inspected

3) licensees disposing or transferring Cat. 1,2 or 3 sources must document LVS,
regulator check or certification like in Part 37.71 prior to shipment, this should include
manufacturers and distributors.

4) Cat. 3 sources shouldn't require Part 37 security but should be double locked when
mounted or in storage to deter being an easy target

5) GL limits should be established

SA

Web

03/10/2017

ML17101A593

44.01

Michael E.
Klebe

Michael Klebe
& Associates,
Inc.

Industrial

FRN,
Security, Q2

The fundamental question posed by the NRC in this FRN is the last one. Question 2 in
the “Other Questions” section reads...[FRN, Security, Q2]

My response to this question is yes, the NRC should require the specific licensing of
Category 1, 2 and 3 quantities of radioactive material. The main reasons for requiring
licensing for Category 1, 2 and 3 quantities include:

- The International Atomic Energy Agency (IAEA) has determined Category 3 sources
and quantities to be dangerous

- General licensees have no training in radiation safety

- Dangerous discrete sources and quantities should be possessed by persons properly
trained.

GLDs

Letter

03/10/2017

ML17101A611

44.02

Michael E.
Klebe

Michael Klebe
& Associates,
Inc.

Industrial

FRN,
Security, Q2

The IAEA has established, for certain radioisotopes, a normalizing factor to define the
associated risk. For each isotope they have determined a “D” factor which is the activity
corresponding to a dangerous source. The IAEA defines a dangerous source as:

“A dangerous source is defined as a source that could, if not under control, give rise to
exposure sufficient to cause severe deterministic effects. A deterministic effect is defined
as a health effect of radiation for which generally a threshold level of dose exists above
which the severity of the effect is greater for a higher dose. Such an effect is described
as a severe deterministic effect if it is fatal or life threatening or results in a permanent
injury that reduces the quality of life.”*

The threshold for Category 3 sources is at the D value. Category 2 source threshold is 10
times the D value while Category 1 source threshold is 1,000 time the D value. Category
3 radioactive sealed sources are considered dangerous by the IAEA.

*IAEA “Categorization of Radioactive Sources”, Safety Guide No. RS-G-1.9, 2005, pg.
43.

GLDs

Letter

03/10/2017

ML17101A611
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There is no real competency standard or verification required for a general license. With
regard to generally licensed devices, the NRC states on their website:
“The device is designed with inherent radiation safety features so that it can be used by
persons with no radiation training or experience. Consequently, the general license
simplifies the licensing process so that a case-by-case determination of the adequacy of
Michael E Michael Klebe ERN the radiation training or experience of each user is not necessary.”™
44.03 ' & Associates, Industrial . Some generally licensed devices contain Category 3 radioactive sealed sources. GLDs Letter 03/10/2017|ML17101A611
Klebe Security, Q2 ) o L .
Inc. Persons who possess these devices do not need radiation safety training or experience.
There is no demonstration of competency to a regulatory authority. There are no follow-
on compliance inspections. There are minimal requirements for general licensees which
are contained in 10 CFR 31.5.
*https://www.nrc.gov/materials/miau/general-use.html
Regardless of the inherent safety of the device, it still contains a Category 3 radioactive
sealed source. Dangerous sources and quantities should require management by
persons who are properly trained. In determining the D values, the IAEA used the
following dose criteria:
Table I.1. Reference doses for D-values*®
Tissue Dose criteria
. Michael Klebe Bone marrow 1 Gy in 2 days
4404 | MichaelE g ssociates, | Industrial FRN, Lung 6 Gy in 2 days from low LET radiation 25 Gy in 1 GLDs Letter  [03/10/2017|ML17101A611
Klebe Inc Security, Q2 vear from high LET radiation
. Thyroid 5 Gy in 2 days
Skin/tissue (contact) 25 Gy at depth of 2 cm for most parts of the body
(e.g.. from a source in a pocket) or 1 ¢m for the hand
tor a period of 10 hours
Bone marrow 1 Gy in 100 hours for a source that is too big to be
carried
*IAEA “Categorization of Radioactive Sources, IAEA-TECDOC-1344, July 2003, pg. 12.
Vichaol £ Michael Klebe RN The pc;tentitalhdolsis used ttoAdett:rmNi;%the ;?resh?ld fodr a (?Egirc())tésos;);;cttehcan result in
ichael E. . . , a significant health impact. As the staff mentioned in -08- , these
44.05 Klebe & ASTOGateS’ Industrial Security, Q2 |Category 3 sealed sources can be aggregated to a higher IAEA Category quantity. This GLDs Letter 03/10/2017|ML17101A611
ne. increases the potential hazard.
The potential hazards associated with Category 3 radioactive sealed sources or
Michael E Michael Klebe FRN quantities are significant. A person wanting to possess these items should have to
44.06 ’ & Associates, Industrial . demonstrate a basic knowledge of the hazard and demonstrate the competence to safely GLDs Letter 03/10/2017|ML17101A611
Klebe Security, Q2 .
Inc. manage the risk. It should take more than a checkbook and a pulse to secure a Category
3 sealed source.
’ If the determination is made that Category 3 sources can continue to be secured through
Michael E. Michael Klebe . FRN a general license then the rest of the FRN is immaterial. It doesn’t make much sense to
44.07 & Associates, Industrial o . R X GLDs Letter 03/10/2017|ML17101A611
Klebe Inc Security, Q2 |place the same requirements for Category 1 and 2 radioactive sealed sources on

material that can be acquired through a general license.
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Ideally, the answer to this questions is yes. However, from a practical standpoint given all
the various devices that use Category 3 sealed sources (or lower category sealed
Michael E Michael Klebe FRN sources aggregated to a Category 3 quantity) it may be difficult or impossible to achieve
44.08 * | & Associates, Industrial L the same level of access control. A specific license issued to cover the possession of SA Letter 03/10/2017 |ML17101A611
Klebe Security, Q1 L . . -
Inc. Category 3 sealed sources and quantities can address the physical security requirements
on a case-specific basis with the goal of being as close to same requirements as
required for Category 1 and 2 sealed sources.
The FRN asked several general questions related to the use of the License Verification
System (LVS) for the transfer of Category 3 sealed sources. Using the LVS to verify a
Michael E Michael Klebe FRN transferee’s authorization to receive a Category 3 source is a good idea. However, the
44.09 Klebe ' & Associates, Industrial GeneraI’ Q4 success of using the LVS is subject to the specific licensing of Category 3 sealed Cred&SysArc Letter 03/10/2017|ML17101A611
Inc. ’ sources, the NRC and Agreement State’s use of the NRC’s Web Based License (WBL)
system for these licenses and the inclusion of Category 3 sealed sources in the National
Source Tracking System (NSTS) .
The LVS is a front-end verification system that relies on the associated components of
the WBL and NSTS. At the time of source transfer, the transferor will use the LVS to
. verify a transferee’s ability to receive a Category 3 sealed source. The LVS will query the
Michael E. Michael !(Iebe . FRN WBL to return a copy of the license and the NSTS to determine the current sealed
44.10 & Associates, Industrial ’ ; ) ) LvVS Letter 03/10/2017 |ML17101A611
Klebe Inc General, Q4 [source inventory. Since some Category 3 sealed sources are generally licensed, there
’ will be no license in the WBL for the system to query. In addition, if Category 3 sealed
sources are not reported to the NSTS, the LVS will not be able to indicate the
transferee’s current inventory.
The use of the LVS streamlines the verification process. It reduces the workload on the
Michael E Michael Klebe FRN regulatory agency to verify each transfer of a Category 3 sealed source and speeds the
4411 ’ & Associates, Industrial ’ process for the transferor. But the use of the LVS to verify a recipient’s ability to receive a LVS Letter 03/10/2017|ML17101A611
Klebe General, Q4 . - .
Inc. Category 3 source requires specific licensing for Category 3 sealed sources and
reporting Category 3 sealed sources to the NSTS.
The FRN posed several general questions related to reporting Category 3 sealed
. Michael Klebe sources to the NSTS..As rpentioned in the previous section, reporting Category 3 sealed
44.12 Michael E. & Associates, Industrial FRN, sources to the NST_S is crltl(_:al to the use of the LVS for the transfer of Catggory 3 sealed NSTS Letter 03/10/2017 IML17101A611
Klebe Inc NSTS, Q5 [sources. The reporting requirements should be the same as currently required for
’ Category 1 and 2 sealed sources. Consistency in reporting requirements will aid the
regulatory programs as they verify the information reported.
It is difficult to define the increase in safety and security associated with the inclusion of
. Category 3 sealed sources in the NSTS. The primary increase in safety and security is
Michael E. l;llchael !(Iebe . FRN, the ability for the NRC or Agreement State program to have immediate access to STS 10/
44.13 Klebe ASTOGateS’ Industrial NSTS, Q5 [information on the inventory of sealed sources at the facility. There are times that this NST Letter 03/10/2017|ML17101A611
ne. prompt knowledge can assist with response actions such as a fire or other emergency at
the facility.
Michael E. Michael Klebe . FRN, Reporting source transfers to the NSTS should be completed as close to the time of
44.14 Klebe & AST:((::lates, Industrial NSTS, Q5 |transfer as possible. This keeps the inventory of the NSTS current and accurate. NSTS Letter 03/10/2017|ML17101A811
Michael E Michael Klebe The FRN has a series of specific questions for licensees and Agreement State Programs
4415 Klebe " | & Associates, Industrial General [on the level of effort associated with the issues discussed above. | represent neither NSTS Letter 03/10/2017 |ML17101A611
Inc. category and therefore am not providing a response to those specific questions.
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We commend the NRC on the measures it has taken to improve the safety and security
Maegon of Category 1 and 2 sources, including implementation of 10 CFR 37, Physical Protection
Barlgw National of Category 1 and Category 2 Quantities of Radioactive Material, and the development of
4501 |Director, Office Nucle_ar Government- General the Natlopal Source _Trac_klng System (NSTS), the Web-Based Licensing Systerr_l (WBL) SA Letter 03/09/2017 IML17101A592
f . Security Federal and the License Verification System (LVS). These measures have reduced the risk
of Radiological o . . .
. Administration associated with the use, transfer, and storage of these sources. Furthermore, because
Security . . o . :
Category 3 sources pose risks as well, we believe that it is appropriate to include these
sources in the NSTS and to include Category 3 licenses in the WBL.
As you know, Am-241, Cs-137, Co-60, and Ir-192 together account for over 99 percent of
the sealed sources that pose the highest security risk,* and at the Category 3 level these
sources are widely used for: calibration, industrial radiography, fixed industrial gauges,
Maegon National well logging, brachytherapy, and portable gauges.**
Barlow, Nuclear Government- *U.S. Nuclear Regulatory Commission, "The 2014 Radiation Source Protection and
45.02 [Director, Office Securit Federal General |Security Task Force Report: Report to the President and the U.S. Congress Under Public SA Letter 03/09/2017 {ML17101A592
of Radiological Administra);ion Law | 09-58, The Energy Policy Act of 2005," August 2014 (ADAMS Accession
Security No. ML14219A642).
**U.S. Nuclear Regulatory Commission, "Interagency Working Group Report on
Financial Assurance for Disposition of Category 1, 2, and 3 Radioactive Scaled
Sources," March 2010 (ADAMS Accession No. ML100050105).
Maegon . - . . .
Barlow National Additionally, the International Atomic Energy Agency (IAEA) considers Category 3
45.03 | Director, Office Nuclegr Government- General sources to be sufficiently dangerous to warrant increased safgty and §ecunty measures. SA Letter 03/09/2017 |ML17101A592
f . Security Federal However, these sources are not currently subject to the security requirements of Part 37,
of Radiological o . )
. Administration nor are they tracked in the NSTS.
Security
As the GAO noted in its 2014 Report on radiological source security, many of these
Maegon . sources are used in portable devices and stored in close proximity to one another when
National . . X .
Barlow, Nuclear Government- not in use.* Many of these sources contain material near the upper Category 3 threshold.
45.04 [Director, Office Securit Federal General [For example, this is often the case with Am-241 sources used in portable well-logging SA Letter 03/09/2017 |ML17101A592
of Radiological Administra);ion devices. As a result, aggregation of these sources remains a concern.
Security *Government Accountability Office, Nuclear Nonproliferation: Additional Actions Needed
to Increase the Security of U.S. Industrial Radiological Sources, 2014 (GA0-14-293).
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In many cases, only two Category 3 sources are required to create a Category 2 quantity
of material. The National Research Council noted that:
"Sources that fall into Category 3 and lower can be assembled into Category 2 or 1
quantities of radioactive material. Further, it may be the case that some radiation sources
near the upper threshold for Category 3 pose more serious risks than other sources that
fall near the lower threshold of Category 2 in scenarios other than those used to create
Maegon . N "
Barlow. National the source categorization system.
45.05 |Director, Office Nucle_ar Government- General The NRC chaired 20.14 nggral |nteragenf¥ Radiation Source Protection and Security SA Letter 03/09/2017 |ML17101A592
. h Security Federal Task Force Report cited similar concerns.
of Radiological o .
Securit Administration
Y *National Research Council, Committee on Radiation Source Use and Replacement,
"Radiation Source Use and Replacement, Abbreviated Version," 2008.
**U.S. Nuclear Regulatory Commission, The 2014 Radiation Source Protection and
Security Task Force Report, Report to the President and the U.S. Congress Under Public
Law 109-58, The Energy Policy Act of 2005, August 2014 (ADAMS Accession No.
ML14219A642).
Furthermore, the regulatory and administrative controls over generally licensed devices
are not nearly as stringent as those required for specifically licensed sources. In its 2009
Maegon recommendation to the Commission to include Category 3 sources in the NSTS, NRC
Barlgw National concluded that "[a]dding Category 3 sources to the NSTS with its inventory and tracking
45.06 | Director, Office Nuclegr Government- General rngrements will provide increased accountability o.f.these dar?gerous. sc')u.rces que to ‘ SA Letter 03/09/2017 IML17101A592
. ) Security Federal timely knowledge of source whereabouts and an ability to confirm an individual licensee's
of Radiological o . . . s . s ek
Security Administration account of its nationally tracked sources within one business day of a transaction.
*US Nuclear Regulatory Commission, SECY -09-0086, "Final Rule: Expansion of the
National Source Tracking System (RIN 3150-A129), June 10, 2009.
Maegon National
Barlow, Nuclear Government- We concur with both the reasoning and the recommendation. Inclusion of Category 3
45.07 [Director, Office Securit Federal General |sources in the NSTS is an effective and efficient way to provide increased security and NSTS Letter 03/09/2017 |ML17101A592
of Radiological o y. accountability of dangerous material.
. Administration
Security
'\g::g\?vn National
45.08 |Director, Office Nucle_ar Government- General We appreciate thelopportunlty to provide input to the important issue and encourage the SA Letter 03/09/2017 |ML17101A592
. h Security Federal NRC to proceed with rulemaking.
of Radiological o .
. Administration
Security
We operate a licensed facility that sends and receives Category 3 sources three times
per year for a high dose rate afterloading system utilizing a single vendor. This vendor
Daniel ships us a source and we return our current source to them for disposal. Since we utilize
46.01 Januseski, Virtua Medical General |a single pathway and exclusive vendor due to the make/model of our HDR brachytherapy LVS Letter 03/10/2017 |ML17101A580
RSO unit, it is unreasonable to require us to spend additional time entering information in the
License Verification System (LVS) and the National Source Tracking System (NSTS) for
no perceivable security benefit.
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Our license does not permit us to possess Category 2 amounts of the Category 3
sources we receive, and to acquire them in aggregate through intentional or unintentional
Daniel means would take a profoundly unique and unrealistic set of circumstances. We have
46.02 Januseski, Virtua Medical General |specific policies in place that were included in our license application that prevent us LVS Letter 03/10/2017|ML17101A580
RSO from possessing Category 2 amounts. In the unlikely event that we would receive an
unexpected source that would put us over the Category 2 amount, our response plan it to
immediately return the source to the vendor as per our license commitment.
The possibility of imposing Part 37 physical security requirements on Category 3 sources
) would introduce a profound burden to facilities with HDR brachytherapy. Current
Daniel FRN requirements for source security are sufficient to protect these sources. These sources
46.03 Januseski, Virtua Medical T q } Y . P ) SA Letter 03/10/2017 |ML17101A580
Security, Q1 |are secured in controlled areas that a limited amount of staff can access. These staff
RSO ) .
members have already had background checks conducted in order to gain employment
at our facility.
. Requiring us to implement Part 37 requirements would cause us to invest significant
Daniel FRN resources in security upgrades, development of new policies and procedures, and
46.04 | Januseski, Virtua Medical N °s y upgraces, pme P procecures, SA Letter  |03/10/2017 |ML17101A580
Security, Q1 |credentialing of our staff that we do not believe would increase the security of our
RSO . : ) .
sources and does not rise to the level of risk perceived by the enhanced security.
M:Sgr:?}kell gsn:m\;?gf Agreement NRC's proposal to require a higher degree of oversight for Category 3 sources in order to
47.01 . ’ p 9 General [prevent a breakdown of current requirements may be necessary only because there was SA Letter 03/10/2017|ML17101A552
Acting Environmental State . )
) a failure with the current system.
Secretary Protection
Patrick Pennsylvania The Pennsylvania Department of Environmental Protection (DEP) wishes to convey that,
McDonnell, | Department of | Agreement in our opinion, appropriate requirements for proper security and accountability are
471.02 Acting Environmental State General already in place. Nevertheless, due to the Government Accountability Office (GAO) SA Letter 03/10/2017ML17101A552
Secretary Protection investigation, NRC is proposing two additional requirements for Category 3 sources.
The first requirement [NRC is proposing] necessitates entering Category 3 source
Patrick Pennsylvania licensees into the National Source Tracking System (NSTS) and, second, to then track
McDonnell, | Department of | Agreement FRN, these licensees within the License Verification System. DEP believes that the first
47.03 Acting Environmental State NSTS, Q4 ([requirement would not necessarily resolve the problem that occurred with the issuance of NSTS Letter 03/10/2017ML17101A552
Secretary Protection a license to an unauthorized entity. Specifically, requiring the input of Category 3 sources
into the NSTS would not have prevented the GAO from obtaining a license illegally.
. . In addition, including Category 3 sources in NSTS would double, or possibly triple, the
Patrick Pennsylvania . -
McDonnell Department of | Agreement FRN number of trackable sources. Further, tracking sources as low as Category 3 activities
47.04 . ’ : ’ would necessitate quarterly updates rather than annual reconciliations to ensure NSTS Letter 03/10/2017 |ML17101A552
Acting Environmental State NSTS, Q1 ) . )
) effectiveness. Quarterly updates would be extremely taxing on licensees as well as
Secretary Protection
regulators.
Patrick Pennsylvania The more optimal response to resolve this liability may be the suggestion to input
McDonnell, [ Department of | Agreement FRN, Category 3 sources into the License Verification System. It should be noted that this
47.05 Acting Environmental State General, Q2 |would be added work for regulators, especially Agreement States that do not utilize Web- LvS Letter 03/10/2017 ML17101A552
Secretary Protection based Licensing, such as Pennsylvania. Nevertheless, it is achievable.
Patrick Pennsylvania Another suggestion that may help to resolve this accountability issue is to require all
McDonnell, [ Department of | Agreement FRN, Radiation Safety Officers for Category 3 licenses to be screened for trustworthy and
47.06 Acting Environmental State General, Q4 |reliability criteria, similar to Part 37 licensees. This recommended requirement would Cred&SysArc Letter 03/10/2017|ML17101A552
Secretary Protection provide an additional check on the validity of a license applicant.
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. . The NRC should also strongly consider eliminating certificate-level General Licenses
Patrick Pennsylvania . - e . .
McDonnell, | Department of | Agreement ERN (GL) and instead treat these GLs similar to specific licenses. This would eliminate what
47.07 . ’ : L has been the largest liability NRC and Agreement States encounter. It is DEP's opinion GLDs Letter 03/10/2017 {ML17101A552
Acting Environmental State Security, Q2 i o ) )
) that the vast majority of these certificate-level GLs need a higher degree of oversight by
Secretary Protection
the regulator.
Pennsylvania has a total of 628 radioactive material licenses and tabulates all Categories
. . 1 and 2 together as Part 37 licensees, formally known as Increased Control licensees.
Patrick Pennsylvania . . .
McDonnell Department of | Agreement FRN Separating them reveals 32 Category 1 licensees and 31 Category 2 licensees. The
47.08 . ’ ) ! remaining (Categories 3, 4, and 5) are treated as specific licensees with Category 3 WBL Letter 03/10/2017 {ML17101A552
Acting Environmental State LVS, AS Q1 . . o X .
Secretary Protection totaling 91 licensees. As for GLs, there are 179 certificate-level licensees ranging from 6
mCi levels to 4,000 mCi. Pennsylvania has 3 curie and 4 curie americium-241 sources
requiring only a GL certificate.
. . Utilizing the LVS would be a burden for Pennsylvania because it would require entering
Patrick Pennsylvania . . .
McDonnell Department of | Agreement FRN new and amended Category 3 licenses into the system. However, because we anticipate
47.09 . ’ p 9 ! that verification through the LVS or the transferee's license issuing authority will be a LVS Letter 03/10/2017 {ML17101A552
Acting Environmental State LVS, AS Q2 . ) ) ) .
) requirement for transfers involving Category 3, we will plan for it and encourage the use
Secretary Protection )
of LVS among our licensees.
Patrick Pennsylvania DEP currently employs its custom eFACTS database, and this department-wide
McDonnell, | Department of | Agreement FRN, permitting database must be used for all radioactive materials licensing actions. For this
47.10 Acting Environmental State LVS, AS Q3 |reason, the NRC's WBL would be duplicative and so would not be a consideration for LvS Letter 03/10/2017|ML17101A552
Secretary Protection Pennsylvania.
. . DEP believes the NRC regulations, which Pennsylvania incorporated by reference, are
Patrick Pennsylvania . . o
McDonnell Department of | Agreement FRN currently sufficient for Category 3 licensees. Conversely, it is strongly suggested to
47.11 . ’ : ! eliminate GLs and convert them to specific licenses. This would not have a major impact GLDs Letter 03/10/2017 {ML17101A552
Acting Environmental State LVS, AS Q4 -, . i . )
) on Pennsylvania's program and would provide a higher degree of oversight, while
Secretary Protection L T
eliminating a potential liability.
. . As previously noted, inputting Category 3 sources into NSTS would be a tremendous
Patrick Pennsylvania . L .
McDonnell Denartment of | Agreement FRN, burden for licensees and Agreement States. For Pennsylvania, it would require one full-
4712 . ’ P 9 NSTS, AS [time employee to perform this oversight. Adding Category 3 sources to NSTS would also NSTS Letter 03/10/2017|ML17101A552
Acting Environmental State ) . . f :
Secreta Protection Q1 mean increasing the number of entries from 63 to approximately 220 licenses. In
ry addition, annual inputs would need to be increased to quarterly to be effective.
In conclusion, DEP wishes to reaffirm that the current regulations are sufficient for
. . preventing the unauthorized issuance of a materials license. Nevertheless, if regulatory
Patrick Pennsylvania ) ) .
McDonnell Department of | Agreement amendments are necessary, DEP recommends the consideration of the following three
47.13 . ’ p 9 General [additional requirements: SA Letter 03/10/2017 {ML17101A552
Acting Environmental State ) . . P
Secreta Protection 1. Include Category 3 licenses into the License Verification System.
ry 2. Require trustworthy and reliable screening for Category 3 Radiation Safety Officers.
3. Require all General Licenses be converted to Specific Licenses.
Stephen
Qawtt, The Bureau agrees with NRC Chairman Kristine Svinicki that the current regulatory
Director, New York Agreement requirements for transfer of radioactive sources are adequate for safety and security and
48.01 Bureau of | Department of | "¢ General |reaulr ! . a  saiety rity SA Letter  |03/10/2017|ML17101A591
) State there is no need to include Category 3 sources in the same requirements as required for
Environmental Health
L Category 1 and 2 sources.
Radiation
Protection
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The NRC has not adequately demonstrated the need for additional security requirements
for category 3 sources. From 2007-2009, the Government Accountability Office (GAO)
had tested the NRC and Agreement State licensing processes and identified
Stephen vulnerabilities. In response to the GAO's findings, the NRC and Agreement States
Gavitt, developed, and implemented a more robust review of applicants, moved away from the
Director, New York Agreement good faith presumption, and the NRC recommend inclusion of Category 3 sources in the
48.02 Bureau of | Department of State General |National Source Tracking System (NSTS) (proposed rulemaking package). As indicated NSTS Letter 03/10/2017 |ML17101A591
Environmental Health in the background section of this June 2009, FRN the Commission did not reach a
Radiation decision on the proposed rulemaking (2-2 split vote), and the final rule was not approved.
Protection Some of the Commission votes indicated that "further expansion of the NSTS should be
based upon a vulnerability assessment, built off an interagency risk study for sources,
and that the original recommendation lacked a risk-informed foundation for the proposed
regulatory action".
More recently, item 4 of the October 18, 2016, SRM requires the NRC staff to undertake;
Stephen "A vulnerability assessment which identifies changes in the treat environment between
Gavitt, 2009 today that argue in favor or against expansion of the NSTS to include Category 3
Director, New York A t sources."
48.03 Bureau of | Department of greemen General |We are unaware that NRC has conducted any such vulnerability assessment. Therefore, SA Letter 03/10/2017 |ML17101A591
) State ; :
Environmental Health we cannot effectively assess what constitutes an acceptable level of burden that would
Radiation be associated with the inclusion and tracking of Category 3 sources in the NSTS in the
Protection absence of a full risk assessment. The acceptable level of burden added should be
commensurately offset with the level of risk reduction to be achieved.
Stephen
Gavitt,
Director, New York Agreement FRN No. We consider the current verification of licenses prior to transfer for Category 3
48.04 Bureau of | Departmentof| 9 : ' . P gory LVS Letter  |03/10/2017|ML17101A591
. State General, Q1 |sources to be adequate for safety and security.
Environmental Health
Radiation
Protection
Stephen
Gavitt,
Director, New York Agreement FRN This would not appear to cause any increase in safety or security. It would have the net
48.05 Bureau of | Department of ’ effect of defeating someone's efforts to acquiring a quantity of material that exceeds valid SA Letter 03/10/2017 |ML17101A591
. State General, Q2 | L . . . L )
Environmental Health license limits (either inadvertently or with malicious intent).
Radiation
Protection
Stephen
Gavitt, No risk based evidence has been presented to warrant verification. However, if such a
Director New York Agreement FRN requirement is being considered, the different types/uses of Category 3 sources should
48.06 ’ Department of ’ . ’ . SA Letter 03/10/2017 |ML17101A591
Bureau of Health State General, Q3 |be considered separately. For example- High Dose Rate afterloader sources are
Environmental effectively accounted for between the end user and distributor.
Radiation
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Stephen
Gavitt,
Director, New York Agreement ERN
48.07 Bureau of | Department of ’ Please conduct a full risk assessment and actively involve the states in that assessment. SA Letter 03/10/2017 (ML17101A591
. State General, Q4
Environmental Health
Radiation
Protection
Stephen
Gavitt,
Director, New York Agreement FRN There is insufficient information to make a determination. What reduction in risk would be
48.08 Bureau of | Department of ’ : L ) . . NSTS Letter 03/10/2017 |ML17101A591
. State NSTS, Q1 |achieved by requiring the inclusion of Category 3 sources in the NSTS.
Environmental Health
Radiation
Protection
Stephen
Gavitt,
Director, New York Agreement FRN
48.09 Bureau of | Department of ’ We do not believe Category 3 sources should be included in NSTS. NSTS Letter 03/10/2017 (ML17101A591
. State NSTS, Q2
Environmental Health
Radiation
Protection
Stephen
Gavitt,
Director, New York Agreement FRN If such was implemented what dates would NRC track in NSTS? Would it include the
48.10 Bureau of | Department of ’ shipment date, anticipated arrival date, and actual arrival date. And if so who wound NSTS Letter 03/10/2017 |ML17101A591
. State NSTS, Q3 ) o ) . ]
Environmental Health monitor this information? There is no basis for such a change.
Radiation
Protection
Stephen
Gavitt,
Director, New York Agreement FRN
48.11 Bureau of | Department of ’ The answer to the question is best answered following a full risk assessment. SA Letter 03/10/2017 |ML17101A591
. State NSTS, Q4
Environmental Health
Radiation
Protection
Stephen
Qavm, New York
48.12 Director, Department of Agreement FRN, The answer to the question is best answered following a full risk assessment. SA Letter 03/10/2017 |ML17101A591
Bureau of Health State NSTS, Q5
Environmental
Radiation
Stephen
D(}av;tt, New York A t ERN
4813 BU':ZZJ’:)f Department of grsetzrt‘;e” LVS. AS Q1 [Approximately 100. LVS Letter  |03/10/2017|ML17101A591
h Health
Environmental
Radiation
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Stephen
Qawtt, Although we would encourage the use of any database over manual processes, we
Director, New York Agreement FRN understand that the LVS is only as good as the information it contains, i.e., current
48.14 | Bureauof |Departmentof| "¢ Pl vasg e L WBL Letter  |03/10/2017 |ML17101A591
Environmental Health State LVS, AS Q2 Ilcense_s/amendments. The n_105t accgrate means would be manual- contact the licensing
o authority for the most recent information.
Radiation
Protection
Stephen
Gavitt, The issue of Category 3 source tracking has no bearing or effect on our decision to use
Director, New York Agreement FRN or not to use the WBL application. Our program is undergoing efforts to create a single
48.15 Bureau of | Department of State LVS AS: Q3 regulatory database that will include radioactive material licensees, x-ray equipment WBL Letter 03/10/2017 |ML17101A591
Environmental Health ’ registrants and incident/event tracking. We do not intend to implement the WBL unless it
Radiation meets our overall program needs.
Protection
Stephen
Gavitt,
Director, New York Agreement FRN A full risk based analysis is needed before we can comment on the value of source
48.16 Bureau of | Department of 9 ) . y . SA Letter 03/10/2017|ML17101A591
. State LVS, AS Q4 |tracking and the verification methods that could be used.
Environmental Health
Radiation
Protection
Stephen
Gavitt, The annual reconciliation process is not administered by the NRC on behalf of the
Director, New York Agreement FRN, Agreement States. Rather, the Agreement States assist the Commission with the annual
48.17 Bureau of | Department of State NSTS, AS |[reconciliation in the specific situation where the license fails to supply the required NSTS Letter 03/10/2017 |ML17101A591
Environmental Health Q1 information by the January 31 deadline. The responsibility for the NSTS rests with
Radiation individual licensees and the NRC only. We have no plans to adopt an NRC responsibility.
Protection
Stephen
Qawtt, Absolutely not. However, the compatibility category for Part 37 should be changed to "C"
Director, New York Agreement FRN to allow states to expand upon the equivalent of Part 37 requirements, in whole or part
48.18 Bureau of | Departmentof| "9 N ; pand up a a I wh part. SA Letter  |03/10/2017|ML17101A591
. State Security, Q1 |This would allow a state to choose to include Category 3 sources, add requirements for
Environmental Health lobal positioning systems, etc
Radiation globalp 98y » etc.
Protection
Stephen
Gavitt,
Director, New York Agreement FRN Yes. NYS DOH has set the threshold for material possessed under a general license for
48.19 Bureau of | Department of L certain devices containing gamma emitters, strontium-90 and transuranic nuclides to GLDs Letter 03/10/2017 |ML17101A591
. State Security, Q2 S
Environmental Health below one millicurie.
Radiation
Protection
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The License Verification System, when up-to-date, provides a licensee (manufacturer &
Michael Fuller, distributor or other transferor) the access to a controlled original copy of an issued
Director, FRN radioactive materials license for ensuring the intended recipient of a sealed source is
49.01 Regulatory QSA Global Industrial ’ authorized to possess said source. In theory, extending the use of the LVS/Part 37.71 LVS Letter 03/09/2017|ML17101A554
. . General, Q1 P . ; :
Affairs/Quality verification methods to include Category 3 licenses would provide a transferor the
Assurance insurance that the intended recipient is duly authorized, which could have potentially
mitigated the second half of the 2014-2016 GAO 'performance audit'.
Michael Fuller, If the NRC were to extend the use of LVS and Part 37.71 verification methods to include
Director, FRN Category 3 licenses, QSA Global suggests that a graded approach be applied; we see a
49.02 Regulatory QSA Global Industrial ’ very small potential security benefit for M&D use of Part 37.71 verifications for Category LVS Letter 03/09/2017|ML17101A554
. g General, Q2 . . . X
Affairs/Quality 3 quantity transfers, but we do not see any security benefit to having a licensee perform a
Assurance verification when returning a source to a manufacturer/distributor.
) It is our opinion that the addition of Category 3 sources to the national source tracking
Michael Fuller, L " .
Director system would place a significant additional burden on both industry and the NRC for a
49.03 | Regulatory | QSA Global | Industrial FRN, |questionable | negligible safety and security benefit. With regard (o the 2014-2016 GAO NSTS Letter  |03/09/2017 |ML17101A554
Affairs/Qualit NSTS, Q1 [performance audit, neither the lack of due diligence by the issuing regulator, nor the
Y modified license used by GAO would have been detected by the inclusion of Category 3
Assurance L
quantities in NSTS.
Due to the high volume of daily transactions that we generate, QSA Global has
Michael Fuller, automated the majority of our NSTS transactions, and even with this automation we
Director, FRN expend approximately 1/2 a Full-Time Equivalent in staff hours on NSTS related issues.
49.04 Regulatory QSA Global Industrial ’ If the NSTS role were to be expanded, it is my understanding that there is estimated to NSTS Letter 03/09/2017 |ML17101A554
] A NSTS, Q1 . ; - :
Affairs/Quality be a greater than four-fold increase in sources that would potentially need to be included.
Assurance We would anticipate a similar increase in staffing effort as a result. The distributed effort
to all impacted licensees would likely be proportionate.
. Additionally, for industries that currently handle no more than Category 3 quantities (oil
Michael Fuller, L )
. well logging industry, for example), the NRC and these licensees would each be
Director, FRN burdened with a repeat of the initial inventory upload, registration, and credentialing
49.05 Rggulatory QSA Global Industrial NSTS, Q1 |efforts experienced by Category 1 and 2 licensees at the onset of the NSTS. The NSTS Letter 03/09/2017|ML17101A554
Affairs/Quality " L f } . S
additional administrative burden for both regulators and industry, in our opinion, is not
Assurance S . . )
justified by the unquantified security benefit.
The current reporting requirements for Category 1 and 2 sources we feel are adequate
and do not require an increase in the immediacy of information availability. Category 1
Michael Fuller, transfers require significant advanced planning and coordination with intermediate
Director, FRN authorities and receiving licensees. Domestic transactions for Category 2 sources are
49.06 Regulatory QSA Global Industrial ’ primarily with established and vetted customers and manufacturers, and international NSTS Letter 03/09/2017 |ML17101A554
] f NSTS, Q2 f ) . h -
Affairs/Quality transactions involving Category 1 and 2 sources already require a minimum of 24 hours
Assurance (for export) or 7 days (for import) advance notice to the Office of International Programs.
We have not been presented with any evidence that suggests a need for more
immediate information availability.
Michael Fuller, Members of QSA Global staff are credentialed for use of LVS, but we still make use of
Director, FRN both Form 748 and direct regulatory contact due to the current lag in LVS updates by
49.07 Regulatory QSA Global Industrial . various Agreement State regulatory agencies. Additionally, as stated earlier, we do not LVS Letter 03/09/2017|ML17101A554
f . LVS, Q1 . ) " e
Affairs/Quality see a safety or security benefit to requiring a transferor to use Part 37.71 verification
Assurance processes when transferring a source to a manufacturer.
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Michael Fuller,
Director, FRN We prefer not to provide transaction volume information; however, our transfer
49.08 Regulatory QSA Global Industrial ’ transactions are over 90% Category 2 quantities, whereas our receipts (discounting LVS Letter 03/09/2017 {ML17101A554
] f LVS, Q2 - h
Affairs/Quality aggregation) are roughly 75% Category 3 discrete sources.
Assurance
Mlchgel Fuller, Members of QSA Global staff are credentialed for us of NSTS, but our primary interaction
Director, FRN, NSTS with NSTS is in the form of automated batch data uploads. Discrepancies are handled
49.09 Regulatory QSA Global Industrial licensees, ; ploads. P ) NSTS Letter 03/09/2017|ML17101A554
: A through correspondence with the NSTS Help Desk. On infrequent occasions a staff
Affairs/Quality Q2 . . . .
member will log in to NSTS to enter or modify a transaction.
Assurance
Mlchgel Fuller, One improvement that we feel would be beneficial is the ability to provide notifications of
Director, FRN, NSTS Alerts to multiple staff members. We are a multi-license organization; the ability to set u
4910 | Regulatory | QSA Global | Industrial | licensees, mutp - nse org n; the avilty Pl NsTs Letter  |03/09/2017 |ML17101A554
. f Alert notifications to the respective RSO would alleviate a single point of failure for
Affairs/Quality Q2
response.
Assurance
) QSA Global understands the need for, and absolutely endorses, ensuring the security
Michael Fuller, - . . - }
Director and safety of radioactive materials. The potential for the mal-use of commercially
49.11 Regulatory | QSA Global | Industrial General  |2Vailable radioisotopes is very real. We feel, however, that a blanket approach to SA Letter  |03/09/2017 |ML17101A554
. . applying security measures places undue burden on both regulators and industry with
Affairs/Quality . ) ) ) )
little to no increased benefit, as the relative usefulness of a source for nefarious acts
Assurance - .
varies widely.
The development of source categorization by the IAEA was based on multiple factors,
including use in industry, deterministic effects, chemical and physical form, etc. If a
similar approach were used to develop safety and security implementation measures,
Michael Fuller, perhaps a more reasonable program may be realized. As a specific example, if a focus of
Director, the safety and security measures is to ensure that radioactive material is not acquired for
49.12 Regulatory QSA Global Industrial General |an end use as a radiological dispersal device, the physical form of the radioactive SA Letter 03/09/2017 |ML17101A554
Affairs/Quality material should be taken into consideration in addition to the radioactive content. The
Assurance registered form for encapsulated Ir-192, for example, is either metallic wafers or pellets,
neither of which are practical forms for dispersal. As such, tracking and control of Ir-192
sources may not require the same level of diligence as for a Cs-137 sealed source
(whereas currently the Category 2 threshold for Ir-192 is lower than that of Cs-137).
Michael Fuller,
Director, QSA Global believes that based on experience currently available data, expansion of the
49.13 Regulatory QSA Global Industrial General [ISMP to encompass Category 3 quantity sealed sources is not warranted; the increased SA Letter 03/09/2017|ML17101A554
Affairs/Quality regulatory and industry burden outweighs the perceived threat.
Assurance
| operate a very small oil field cased hole logging business in a very remote area. | use 2
John E Hearne each 3 ci (Cat. 3) Am241be sources in my business, and have no (0) Cat.1 or Cat.2
50.01 0 Wireline Industrial General |sources, so this would involve creating a system to monitor, and track sources above the SA Web 03/10/2017|ML17101A571
Hearne X ) .
Service systems that | have in place to secure the Cat. 3 sources. The cost could be higher than
$200,000 for this.
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| am very concerned about radioactive material being used for illicit purposes, and take
John E Hearne care to assure that my sources are secured and will not be taken by someone with bad
50.02 Hearné Wireline Industrial General |intentions. The security, tracking and monitoring of these sources under Cat.2 level SA Web 03/10/2017 |ML17101A571
Service would require more personnel than | employ in normal operations, and would be a
burden that will not increase public safety in any way. A very large cost with no benefit.
John E Hearne There has been no case where an Oil Field Service Company has had a source lost or
50.03 Hearne: Wireline Industrial General |sold one in a way that it could be used for illicit purposes, and we as an industry, and SA Web 03/10/2017|ML17101A571
Service individual operators of businesses have procedures to prevent this form happening.
The case that this is bases on was a failure of an Regulatory Agency, not the Well
Hearne - " . . )
50.04 John E. Wireline Industrial General Logging Industry. The additional _regulatory burden on these agencies will overtax their SA Web 03/10/2017 |ML17101A571
Hearne Service overworked, understaffed operations that regulate and oversee enforcement of the
industry. The additional burden will hinder their ability to properly oversee our industry.
. . In response to the GAO investigation being a reason for implementing additional controls
University of for Category 3 sources: The problem with any state issuing a license to a non-valid entity
51.01 William Pate | Texas Medical Medical General ) ; T ” ) ; . - SA Letter 03/10/2017 |ML17101A551
will not be fixed by imposing additional constraints on licensees. A non-valid entity could
Branch ) ; ) . .
still receive a license, if not properly vetted by the delegated authority.
In response to the Government Accountability Office (GAO) investigation revealing the
. . ability to acquire an aggregated quantity of Category 2 material: It currently takes a
University of . e ) . ) f .
51,02 | Wiliam Pate |Texas Medical| Medical General  |96neral license or specific license to obtain radioactive material, so any concern about SA Letter  |03/10/2017|ML17101A551
Branch aggrggatlng Category 3 mater.|alls to .Categow 2 Igvgls will not. bg res.olv.ed by |ns't|tut|ng
additional requirements on existing licensees. This is an administrative issue which must
be resolved by the NRC or Agreement State.
In response to the rationale for including Category 3 sources in the National Source
Tracking System (NSTS): Has there been a demonstrated, credible threat posed by
Category 3 sources not being included in the NSTS? Additionally, prior to including
Category 3 sources, it would be useful to address who must enter updates to the system
University of FRN and the timing of those updates.
51.03 William Pate | Texas Medical Medical NSTS ’Q1 For instance, for high dose-rate (HDR) sources that are changed out quarterly, there is a NSTS Letter 03/10/2017 |ML17101A551
Branch ’ source that is incoming from the vendor and a source that is outgoing from the
licensee/vendor, usually with FedEx as the courier. Would the NSTS update occur when
each source is handed to FedEx and then again when the licensee and vendor each take
control of the source? Again, clarification of who is required to update and the timing of
those updates would be useful.
In response to whether or not the NRC should consider expanding physical security
requirement to Category 3 sources: The burden would be significant while the benefits
seem limited.
. . Example 1: Implementing Part 37 security requirements for Category 3 sources would
University of FRN create a tremendous burden in terms of money, time, and other resources for our
51.04 William Pate | Texas Medical Medical ’ N ’ ’ SA Letter 03/10/2017 |ML17101A551
Branch NSTS, Q1 |nst|tu_t|‘ons. _ _ _
If additional security controls are applied to HDR, an exponentially larger number of
people would be added to the vetting process currently only required of Category 1 & 2
sources. There would be no measurable increased safety or security, given that there are
already stringent security rules in place for these sources.
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51.05

William Pate

University of
Texas Medical
Branch

Medical

FRN,
Security, Q1

Additional concerns with including HDR units are:

a. Given that the HDR units are often (and necessarily) portable for the purpose of
positioning patients, how would security features such as the radio-frequency
identification (RFID) be implemented?

b. At our institution, we have 9 therapeutic medical physicists and radiation oncology
physicians authorized to conduct HDR treatments. These individuals would need to be
vetted as Trustworthy & Reliable. This does not include the numerous dosimetrists,
nurses, therapists, residents, and fellows and other support staff who may also be
involved in these types of treatments. All of these individuals would have already
undergone extensive background checks by the nature of their job in healthcare, and
thus substantial additional effort and cost would be expended to fingerprint, investigate
and T&R all of these individuals based upon rules currently in place under Part 37.

c. As an academic medical center responsible for training medical students and
residents, requiring these individuals to become deemed T&R prior to having unescorted
access to an HDR source could delay their educational program

d. The cost of installing and maintaining the additional security features for our HDR suite
will be considerable. In addition, due to the location of our HDR suite and the fact that we
are located on a barrier island, we are required to relocate our HDR source to higher
ground when there is the potential for a hurricane. Installing these additional security
features in this secondary location would involve considerable cost with no discernable
benefits.

e. Our campus police department (UTPD) force is required to respond to each and every
alarm for the Increased Control units. These alarms are easily tripped accidentally. In non
sterile treatment areas, police responding to accidentally triggered alarm will interrupt in-
progress treatment in an HDR suite. Treatments in progress could potentially be
interrupted.

SA

Letter

03/10/2017

ML17101A551

51.06

William Pate

University of
Texas Medical
Branch

Medical

FRN,
Security, Q1

Costs: Possible cost to UTMB for T&R process: 50 people x $50 per person = $2,500.00
Possible cost to UTMB for implementation of complete security requirements for each
room (primary location & hurricane relocation area = $100,000 x 2 locations =
$200,000.00.

These costs do not include the costs of additional staffing for vetting, security checks,
alarm response, etc. It also does not include the costs in lost time, lost revenue, and
patient treatment interruptions while the systems are being installed.

SA

Letter

03/10/2017

ML17101A551

51.07

William Pate

University of
Texas Medical
Branch

Medical

General

Although the requirement to track Category 3 sources via the NSTS may not be overly
burdensome, additional clarification is needed as to the timeframe required for HDR
sources that are changed out on a quarterly basis. The implementation of additional
security requirements (increased controls) for Category 3 radioactive materials would be
overly burdensome, negatively impact patient care and educational programs, and result
in limited benefits.

SA

Letter

03/10/2017

ML17101A551
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52.01

Craig H.
Piercy, Co-
Chair

Source
Security
Working Group

NGO

General

In general, Category 3 commercial sources have a long record of safe and secure usage.
Over the past decade, a total of 37 Category 3 sources have been reported lost,
abandoned or stolen, excluding irretrievable well-logging events, with only three not
recovered.” It is our understanding that two of these three were plutonium-powered
pacemakers buried with the deceased, and the third is currently at the bottom of the Gulf
of Mexico. Additionally, as the NRC notes, “there has been no overall increase in the
number or types of suspicious activities tracked by the NRC that are related to the use of
radioactive materials” at facilities which contain them.**

*SECY-16-0050 Enclosure: “Nuclear Material Event Database: Annual Report.” U.S.
Nuclear Regulatory Commission, March 2015, p 6.
https://www.nrc.gov/docs/ML1606/ML16060A360.pdf

**“Effectiveness of Part 37 of Title 10 of the Code of Federal Regulations.” U.S. Nuclear
Regulatory Commission, December 2016, p 14.
https://www.nrc.gov/docs/ML1634/ML16347A398.pdf

SA

Letter

03/10/2017

ML17101A568

52.02

Craig H.
Piercy, Co-
Chair

Source
Security
Working Group

NGO

General

A significant thrust of NRC’s request for comments is aimed at quantifying the “increase
in safety and/or security” of the various enhanced accountability measures proposed in
the notice. Given that this notice was prompted in large part by the 2015 GAO-16-330
“sting” audit, we interpret these safety and security benefits to refer to reductions in public
risk from illicitly-obtained Category 3 sources for use in terrorist acts. To this end, SSWG
agrees with the conclusion of the National Research Council:

“It is not possible to monetize the terrorism risks because we do not have a firm basis for
predicting the relationship between particular radiation source uses and the expected
costs of terrorism. While it may be possible to identify representative scenarios of RDD
deployment or other acts of terrorism involving radiation sources, it is not possible to
quantify the probabilities of these scenarios or how any particular type of radiation source
contributes to them.”™

**Radiation Source Use and Replacement.” Committee on Radiation Source Use and
Replacement, National Research Council, National Academies of Science, 2008.

SA

Letter

03/10/2017

ML17101A568

52.03

Craig H.
Piercy, Co-
Chair

Source
Security
Working Group

NGO

General

As such, any identified benefit of a proposed change should be considered a “qualitative
factor” for purposes of NRC consideration, and use of that qualitative factor should be as
limited as possible in order to “make every reasonable effort to apply alternative tools
that can provide a quantitative perspective...concerning the value of the proposed
action.”™

*NUREG/BR-0058, Rev 4: “Regulatory Analysis Guidelines of the U.S. Nuclear
Regulatory Commission,” U.S. Nuclear Regulatory Commission, September 2004, p. 24.
https://www.nrc.gov/reading-rm/doc-collections/nuregs/brochures/br0058/br0058r4.pdf

SA

Letter

03/10/2017

ML17101A568

52.04

Craig H.
Piercy, Co-
Chair

Source
Security
Working Group

NGO

General

Given the lack of proposed methodology and data to measure these benefits, the
inherent uncertainties in qualifying the benefits of proposed changes should also be
taken into account within the NRC’s analysis. Any analysis should also take care to
“distinguish the effects that are likely to be significant enough to warrant serious
consideration by decision-makers from those that are likely to be minor.”5 It is the opinion
of the SSWG that any benefits qualified by NRC analysis are likely to fall into the latter
category.

SA

Letter

03/10/2017

ML17101A568
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We do not support inclusion of Category 3 sources in the NSTS, or any additional
. rulemaking on security or tracking requirements at this time. The SSWG believes that
Craig H. Source FRN current security, tracking, and verification requirements for Category 3 quantities of
5205 | Piercy, Co- Security NGO : rent securlly, tracking, . a nis for Lategory 5 quar SA Letter  |03/10/2017|ML17101A568
. ) NSTS, Q1 [radioactive material are safe, effective, and appropriate given the level of risk for
Chair Working Group -
Category 3 sources as compared to Category 1 and 2, and as proven by the positive
historical safety and security record of use, handling and transport of these sources.
Given the risk level involved, it is difficult to quantify any meaningful or tangible benefits
that may accrue by including Category 3 sources in the NSTS. Conversely, the increased
burden to both industry and regulators is easier to measure. Including Category 3
sources in the NSTS would result in increased costs and time spent by both industry and
Craig H. Source FRN regulators ensuring compliance. Further, significant resources would be required by NRC
52.06 Piercy, Co- Security NGO ’ to: 1) ensure NSTS is robust enough to manage the ongoing and very significant influx of NSTS Letter 03/10/2017|ML17101A568
. : NSTS, Q4 ) P -
Chair Working Group Category 3 source data while not decreasing its capability to properly and adequately
manage Category 1 and 2 source data; 2) physically manage the administration of NSTS
physically; and 3) monitor, analyze and take appropriate action derived from information
in the NSTS. This increased burden is not in line with the risks Category 3 quantities of
radioactive material may pose.
Although we do not support further tracking and security requirements in general,
. specifically including Category 3 sources in a License Verification System (LVS) in order
Craig H. Source FRN to verify licensees before transfer, may provide an increase in safety and security for
5207 | Piercy, Co- Security NGO : Y ; » may provick . ¥ and security LVS Letter  |03/10/2017|ML17101A568
Chair Working Grou General, Q2 [users and regulators. Again, the benefit is difficult to quantify, but verifying licensees
9 P before transfer would not be as burdensome as full implementation of both NSTS and
LVS systems for industry and regulators.
Craig H. Source ERN However, while including Category 3 sources in LVS would help prevent license forgery,
52.08 Piercy, Co- Security NGO ’ LVS as currently structured would not prevent bad actors from aggregating quantities of LVS Letter 03/10/2017|ML17101A568
. X General, Q2 L . S . . :
Chair Working Group material in excess of their licensed limit from multiple providers simultaneously.
’ We do not support any changes to the NSTS reporting requirements for Category 1 and
Craig H. Source FRN 2 to increase the immediacy of information available. Current reporting requirements are
52.09 | Piercy, Co- Security NGO ; _ y ; : porting req . NSTS Letter  [03/10/2017|ML17101A568
. ) NSTS, Q3 |safe and effective, and changes to the requirements would not provide any meaningful
Chair Working Group " . -
additional safety or security benefits.
This new rule would impact our operations. We currently have on inventory close to 400
Nuclear Density Gauges (NDG). These NDG's are stored in over 119 permanent sites
STATE-WIDE. We currently track our NDG's four ways. 1. MES - Inventory number
. Texas assigned to the NDG. 2&3. SN, make and model are tracked in Calibration Manager.
Aida Guzman- Government- . . . N . >
53.01 Department of General [Calibration assigns an ID# to the NDG's. 4. We conduct 6 month inventory reporting not GLDs Web 03/10/2017|ML17101A573
Crawford . State ) o R’ .
Transportation to exceed 6 month's. In addition when transferring or relocating an NDG we complete a
form to show the traceability of the NDG at all times. With al of these tools in place there
is no need to add another method of tracking. We currently do not have the man-power
to comply with this rule.
James M. The University
54.01 Phllllp_s, of Texas Medical FR_N, We_ respectfully_ caution a_ge?lnst such an expansion. The burden would be significant SA Letter 03/10/2017 |ML17101A583
Managing Security, Q1 |while the benefits seem limited.
System
Attorney
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Example 1: Implementing Part 37 security requirements for Category 3 sources would
create a tremendous burden in terms of money, time, and other resources for U.T.
James M System institutions.
Phillios ’ The University FRN Existing requirements to that regulate Gamma Khnife use under the increased control
54.02 pS, of Texas Medical . regulations is already a huge inconvenience for staff and patients alike. If additional SA Letter 03/10/2017|ML17101A583
Managing Security, Q1 ) . .
Attorne System controls are applied to HDR, a far more common modality, an exponentially larger
Y number of people would be added to the vetting process. There would be no measurable
increased safety or security, given that there are already stringent security rules in place
for these sources.
Additional concerns with including HDR units are:
a. Given that the HDR units are often (and necessarily) portable for the purpose of
positioning patients, how would security features such as the radio-frequency
identification (RFID) be implemented?
b. At one of the U.T. System institutions, there are approximately 110 therapeutic
medical physicists and radiation oncology physicians authorized to conduct HDR
treatments. These individuals would need to be certified as Trustworthy & Reliable. This
James M. . . ) : . )
Phillios The University FRN does not include the numerous dosimetrists, residents, and fellows who may also be
54.03 ps, of Texas Medical . involved in these types of treatments. SA Letter 03/10/2017|ML17101A583
Managing Security, Q1 . ; S . .
System c. The cost of installing and maintaining the additional security features for each HDR
Attorney . . )
suite will be considerable.
d. At one U.T. System facility, we currently have six suites, including one in a special
operating room (OR). The device in the OR suite is currently locked in a secure cabinet
when not in use. If additional security requirements are instituted, then Part 37 security
features would be required. This would require any nurse, surgeon, or technician, using
that room for other types of surgical patients to be fully vetted. This would be
burdensome to our medical institutions.
James M. . . Example 2: Sources used for calibrating exposure rate meters fall into Category 3.
Phillips The University FRN Storage areas or facilities where these sources are used will be required to meet Part 37
54.04 Ps, of Texas Medical " o€ . . us > required to SA Letter  |03/10/2017|ML17101A583
Managing Security, Q1 |regulations. This seems unnecessary, given that existing security and training has been
System )
Attorney adequate in the past.
Example 3: Implementation of IC requirements for Category 3 sources would adversely
impact two teaching laboratories at one UT System institution alone. Given the frequent
James M. . . : . g ; .
Phillins The University ERN turnover of students and teaching assistants, it would not be possible to certify these
54.05 p_ ’ of Texas Medical L individuals as T&R in a timely manner. This would reduce the educational opportunities SA Letter 03/10/2017|ML17101A583
Managing Security, Q1
Attorne System for the students.
Y If the students and teaching assistants have to be escorted by T&R certified faculty and
staff, it would a place a burden on the institution to hire additional T&R certified staff.
The cost to implement changes across the U. T. System will be prohibitive. Possible cost
to one U.T. System medical institution will be: 200 people x $50 per person =
James M $10,000.00.
Phillios ’ The University FRN Possible cost for implementation of complete security requirements for each room at a
54.06 p- § of Texas Medical L U.T. System Medical institution = $100,000 x 6 additional locations = $600,000.00 SA Letter 03/10/2017|ML17101A583
Managing Security, Q1 . . . .
Attorney System These costs do not include the costs of additional staffing for vetting, security checks,

alarm response, training, writing security plans, or monitoring at dispatch locations.
These will be recurring costs. It also does not include the costs in lost time, lost revenue,
or patient treatment interruptions while the systems are being installed.
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Nima
55.01 Ashkebqu33|, Nuclear‘ Energy NGO FRN, Does NRC have an estimate of the number of NRC and Agreement State licensees that WBL Transcript 01/31/2017 |ML17045A353
Sr. Project Institute General, Q1 [solely possess Category 3 sources? p18
Manager
Nima
55.02 Ashkebqu33|, Nuclear‘ Energy NGO FRN, Does NRC have an estlma?e of the number of NRC and Agreement State licensees that WEBL Transcript 01/31/2017 |ML17045A353
Sr. Project Institute General, Q1 [solely possess Category 3 in aggregate? p18
Manager
55.03 Janet Nuclear. Energy NGO FRN, When lel NRC staff complete .thelr vulnerability assessment for Category 3 sources and SA Transcript 01/31/2017 |ML17045A353
Schlueter Institute General, Q1 [what will the assessment consider? p19
Janet Nuclear Energy| FRN, . . . . " Transcript
55.04 Schlueter Institute NGO General, Q1 Will NRC conduct public meetings about the Category 3 vulnerability assessment? SA p19 01/31/2017 |ML17045A353
Ralph Lieto,
RSO, St. )
55.05 | Joseph Mercy |SLJ0SEP ANl ical FRN. s the License Verification System active? LVS Transcript |1 /34/2017 |ML17045A353
Health Arbor Michigan General, Q2 p21
Systems
Ralph Lieto,
RSO, St. St Joseph, Ann FRN As a Category 3 licensee, not familiar with the License Verification System, how does it Transcript
5506 | Joseph Mercy ph, / Medical : _-ategory : ystem, LVS Pt 01/31/2017|ML17045A353
Health Arbor Michigan General, Q2 |function? p21
Systems
Ralph Lieto,
RSO, St St Joseph, Ann FRN As a Category 3 licensee, not familiar with the License Verification System, how lon Transcript
55.07 | Joseph Mercy ph, Medical : —ategory : ystem, 9 Cred&SysArc PY 101/31/2017|ML17045A353
Health Arbor Michigan General, Q2 [does it take to be credentialed? p22
Systems
Ralph Lieto,
RSO, St. St Joseph, Ann FRN As a Category 3 licensee, not familiar with the License Verification System, is the system Transcript
5508 | Joseph Mercy ph, / Medical ’ 3 ategory : ystem, 4 LVS Pt 01/31/2017|ML17045A353
Health Arbor Michigan General, Q2 |available 24/7? p22
Systems
Lynne A. . FRN, . . . . . Transcript
55.09 . self Medical Is the License Verification System widely used by Agreement State Licensees? LVS 01/31/2017 |ML17045A353
Fairobent General, Q2 p23
55.10 Lynne A, self Medical FRN, | Are all Agreement State licenses in LVS? Or just Category 1 and 2 material? WBL Transcript |4 /54/2017 |ML17045A353
Fairobent General, Q2 p23
55.11 Lynne A. self Medical FRN,  |\Would Agreement State licenses for Category 3 have to be added to NSTS? NSTS Transcript |1 /542017 |ML17045A353
Fairobent General, Q2 p24
55.12 Ly'nne A. self Medical FRN, Is thg Llcens.e' Ve.rlﬁcatlon System rgbust enough to handle the increase associated with CredaSysArc Transcript 01/31/2017 |ML17045A353
Fairobent General, Q2 |real time verification of Category 3 licenses? p24
55.13 Ly'nne A. self Medical FRN, Has there been any estimate or verification that the system can handle the additional CredaSysArc Transcript 01/31/2017 |ML17045A353
Fairobent General, Q2 [burden of content? p25
There are concerns from the end-user standpoint, putting all the "eggs in one basket",
55.14 Ly_nne A. self Medical FRN, regar(_ilng expanding NS_TS and WBL to accommodate Category 3 sources and licenses, Cred8SysArc Transcript 01/31/2017 |ML17045A353
Fairobent General, Q2 [security, and cybersecurity. If someone wants to defeat the system they can, no system p26
is 100 percent secure.

114



Comments Received from Category 3 Source Security and Accountability Public Meetings and Federal Register Notice (82 FR 2399)

Bins: LVS: License Verification System NSTS: National Source Tracking System WBL: Web-Based Licensing System SA: Assessment of Safety and Security Cred&SysArc: Credentialing and General System Architecture GLDs: Generally Licensed Devices
Unique L . Stakeholder FRN . Comment Date .
\dentifier Individual Organization Type Question Comment Bin Format Written Accession No.
55.15 Lypne A self Medical FRN, There are concerns from the end-user standpoint regarding the usability. Cred&SysArc Transcript 01/31/2017 |ML17045A353
Fairobent General, Q2 p26
55.16 Lypne A self Medical FRN, My comments are on record from 2009, I'd prefer that you pull those comments. Cred&SysArc Transcript 01/31/2017 |ML17045A353
Fairobent General, Q2 p25
Nima
55.17 Ashkebqu33|, Nuclear‘ Energy NGO FRN, Does_ the NRC have a methqdology to quantify the increase in safety and security for SA Transcript 01/31/2017 |ML17045A353
Sr. Project Institute General, Q2 |tracking of Category 3 materials? p27
Manager
Nima
Ashkeboussi, |Nuclear Energy FRN, . . ‘o Transcript
55.18 Sr. Project Institute NGO General, Q2 Can NRC share this methodology with the public? SA p27 01/31/2017|ML17045A353
Manager
. Industry could provide the costs associated with the increased tracking of Category 3
Nima ) AN . K . s
Ashkeboussi. |Nuclear Ener FRN materials (i.e. time spent by licensees.) However, industry is challenged by estimating Transcriot
55.19 o . 9y NGO ’ the benefit. It is not clear what level of benefit is truly being gained, other than a couple of SA p 01/31/2017 |ML17045A353
Sr. Project Institute General, Q2 ) \ : 2 : p28
GAO stings there's been no other publicly reported incidents of attempting to purchase
Manager . . S . .
radioactive material with a falsified license.
Gamaliel
Torres, NSSI/Sources . FRN, i . . . . Transcript
55.20 Radiological |& Services Inc. Industrial General. Q3 Clarify NRC's expectations regarding question 3. NSTS 030 01/31/2017|ML17045A353
Manager
) Not certain how the manufacturer and distributor could be the only entity verifying
John J. Miller, . e X S -
RSO and licenses. There's liability being transferred and uncertainty if the recipient would be
55.21 Radiation International Industrial FRN, comfortable with the M&D doing all the verlflcathn. M&Ds_use of_ten, but once at LVS Transcript 01/31/2017 |ML17045A353
Compliance Isotopes Inc. General, Q3 |Category 3 and there are many end users that will be sending shipments back to p31
p customers or distributors. It will be more complex than it is now, not in favor of using
Officer e )
surrogates to make verifications for another licensee.
Clarify the situation that NRC is envisioning with question 3. Is NRC envisioning the
Ralph Lieto, situation where the licensee is only purchasing sources from a one vendor and returning
RSO, St. St Josenh. Ann ERN those sources back for disposal, would that situation be exempted? For example, Transcriot
55.22 | Joseph Mercy p L Medical ’ Category 3, this would include HDR Ir-192 sources, depending on the manufacturer of LVS p 01/31/2017 |ML17045A353
Arbor Michigan General, Q3 . ’ . . h p32
Health the device there may be only one supplier. Basically, for that device, the licensee has a
Systems back and forth relationship with the supplier, is this the circumstance that you would
consider an exemption?
Ralph Lieto,
RSO, St. St Joseph, Ann FRN General question, does this effort apply only to the radionuclides listed in Part 37 or Transcript
5523 Joszp:;ll\tllhercy Arbor Michigan Medical General, Q3 [NSTS? Oris NRC considering expanding this to other radionuclides? SA p34 01/31/2017ML17045A353
Systems
John J. Miller, There's a flaw in the verification requirements regarding timeliness. As an M&D, Cat 1, 2
RSO and International ERN or 3 sources could be shipped to the same customer multiple times per week or month. Transcriot
55.24 Radiation Industrial ’ How long is a license verification good for? Does it have to be done prior to every LVS Pt 101/31/2017|ML17045A353
) Isotopes Inc. General, Q3 . . p35
Compliance transfer? Once a month, or every 30 days, if transferring to the same customer? The
Officer timeliness of verification should be considered too.
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No, Category 3 sources should not be included in NSTS. The number of sources the
NRC would be collecting data on would be overwhelming. In accordance with existing
. NRC regulations, licensees have in place requirements for maintaining inventories.
John J. Miller, . . .
These existing requirements are adequate to track Category 3. It is not clear what
RSO and International FRN increase in safety and security will be gained by the effort expended by licensees to Transcript
5525 Czamdlﬁgﬁze Isotopes Inc. Industrial NSTS, Q1 [report to NSTS. This licensee considers NSTS like a checkbook ledger, it keeps track of NSTS p37 01/31/2017ML17045A353
Of%cer items. There is no way to prevent a theft with NSTS. The licensee or NRC might be able
to put together some steps and maybe find out where something might be missing if it
isn't received in time, but insofar as the effectiveness of an increase in the safety and
security for Category 3, NSTS doesn't provide that benefit.
R;Igngatto, How many instances has NSTS identified a lost or stolen source? This is the basis for
7 |St Joseph, Ann . FRN, considering expanding NSTS to Category 3. If the NSTS hasn't identified this situation for Transcript
5526 Joszp:;ll\tllhercy Arbor Michigan Medical NSTS, Q1 [Category 1 and 2 sources, it doesn't appear to be a benefit to expand NSTS to Category SA p37 01/31/2017ML17045A353
3 sources.
Systems
Ralph Lieto,
RSO, St. St Joseph, Ann FRN How many licensees are involved with the tracking of Category 1 and 2? How does this Transcript
5527 Joszp;f;ll\t/:]ercy Arbor Michigan Medical NSTS, Q1 |compare to the 5,500 being added in by expanding to Category 3? NSTS p38 01/31/2017|ML17045A353
Systems
In addition to being an M&D, one company also recycles dis-used sources. Many sources
. received are just above Category 2 thresholds and then they decay to Category 3
John J. Miller, Y . .
RSO and quantities prior to disassembly. What would happen to Category 2 sources that decay
- International . FRN, below the threshold? Are those still within NSTS? If NSTS, expands to Category 3, Transcript
5528 Radlgt|on Isotopes Inc. Industrial NSTS, Q2 [would NRC return those sources to NSTS? And would the licensee that last held those CredaSysArc pé1 01/31/2017 ML 17045A353
Compliance . ) . . )
Officer sources be given a spreadsheet to identify whether the sources still exist? Because, at
this M&D they've received thousands of sources that have decayed below Category 2,
they still possess some and others have been transferred.
Category 3 sources should not be included in NSTS. However, if NRC intends to expand
Nima NSTS to include Category 3, a graded approach should be applied to the reporting
Ashkeboussi, |Nuclear Energy FRN, requirements. Category 3 are much less of a safety and security risk than Category 1 and Transcript
5529 Sr. Project Institute NGO NSTS, Q2 (2 sources. So, the current NSTS reporting requirements should not be applied to NSTS p43 01/31/2017|ML17045A353
Manager Category 3. For example, the NRC should consider a longer time or longer grace period
to report to NSTS.
There are two ways to report to NSTS - electronic or through submittal of the form. Does
NRC know the percentage of licensees are doing electronic reporting versus sending the
Lynne A. . FRN, form? This could impact the usability of NSTS as additional sources or licensees are Transcript
5530 Fairobent self Medical NSTS, Q2 [added into the system. Additionally, what is the delay for data entry, for those that are not Cred&SysArc p44,45 01/31/2017|ML17045A353
automatically entered in? Receiving an email or faxed form demonstrates that NSTS is
not real time.
Michael Fuller Based on the volume of Category 1 and 2 sources one M&D licensee already reports to
. ! NSTS, this licensee estimated that their administrative burden would double if NSTS
Director, FRN expanded to include Category 3 sources. This licensee estimates that they are Transcript
5531 | Regulatory | QSAGlobal | Industral | \org 5 |expending 0.5 FTE and expanding to Category 3 would double the effort. The M&D NSTS papa7 |01/31/2017|ML17045A353
Affairs/Quality ; ) . -
estimated that expanding to Category 3 would mean reporting 30-60 additional
Assurance .
transactions per day.

116



Comments Received from Category 3 Source Security and Accountability Public Meetings and Federal Register Notice (82 FR 2399)

Bins: LVS: License Verification System NSTS: National Source Tracking System WBL: Web-Based Licensing System SA: Assessment of Safety and Security Cred&SysArc: Credentialing and General System Architecture GLDs: Generally Licensed Devices
Unique L . Stakeholder FRN . Comment Date .
\dentifier Individual Organization Type Question Comment Bin Format Written Accession No.
. No. Prior to transferring Category 1 or 2, the licensee is required to coordinate the
John J. Miller, . . . R L . i
shipment arrival times with the receiving licensee. For Category 1 transfers, this also
RSO and International FRN includes notifications and routing and time estimate. Reporting to NSTS prior to the Transcript
55.32 Radiation Industrial ' . ' ind routing , - Reporting to NS 15 p n NSTS PY 01/31/2017|ML17045A353
. Isotopes Inc. NSTS, Q3 ([shipment is problematic, shipments don't always leave the M&D facility at the originally p49
Compliance . - o o
Officer scheduled time. The value of revising the reporting times to NSTS as suggested, isn't
clear.
Credentialing of a user only applies to individuals accessing the system? Is credentialing
Lynne A FRN required for faxing the information or sending an email? This is an important point for Transcriot
55.33 y_ ' self Medical ) Category 3 licensees understand. There's an increased burden for licensees to go Cred&SysArc p 01/31/2017 |ML17045A353
Fairobent NSTS, Q5 - s . p53
through the credentialing process. It should be clear that they can avoid this process if
they choose to submit information by another means.
John J. Miller,
RSO and International FRN The online access is limited. LVS or NSTS cannot be accessed using a wireless Transcript
55.34 Radiation Industrial | . o N . using Cred&SysArc P 101/31/2017 |ML17045A353
. Isotopes Inc. LVS, Q1 |connection. This is something Category 3 licensees should consider. p56
Compliance
Officer
Ralph Lieto,
RSO, St. St Joseph, Ann FRN Is the credentialing process specific to an individual? Could it be specific to the licensee Transcript
5535 Joszp:;ll\t/:]ercy Arbor Michigan Medical LVS, Q1 [such that the only the licensee goes through the credentialing process? Cred&SysArc p57 01/31/2017|ML17045A353
Systems
As a medical licensee, Category 3 sources are typically being exchanged once per
. quarter per device. On average licensees have 1 or 2 devices. So every quarter the
Ralph Lieto, K . e . . Y
license would be conducting verification. Most likely the medical physicist or RSO would
RSO, St. St Joseph, Ann FRN be involved in the verification process, these individuals do change, not frequently. The Transcript
5536 | Joseph Mercy ph, Medical : ve P : 'a's do change, quenty. Cred&SysArc PY 101/31/2017|ML17045A353
Health Arbor Michigan LVS, Q1 |credentialing process could be a huge burden especially given the infrequency of p58
verification. The credentialing process would be unlikely for medical licensees - because
Systems e . - -
of the low verification frequency and the use of a single vendor - it's basically a
"paperwork” shuffle. Don't see any benefit to this.
Jenor:)liflzr T De(;’:l:éa::t of Believe its likely that most Category 3 users would use the manual system instead of the
55.37 Radiation Public Health Agreement FRN, credentialing progess. NRC should cons.lder the |mpact.,.bot.h to NRC and Ag.reernent Cred&SysArc Transcript 01/31/2017 |ML17045A353
Program and State LVS, Q1 |States, for more licensees to be conducting manual verification. Manual verification p60
9 . requires more time for the NRC staff, their Help Desk, and Agreement State staff.
Manager Environment
Jennlfer T Colorado Medical physicists who could be interacting with LVS because of HDR applications, will
Opila, Department of Agreement FRN work for a variety of licensees, but may not have their own radioactive material license Transcript
5538 ;ijgle;gﬁ PUb";:nlgealth State LVS, Q1 [Does such an individual need to be credentialed with each licensee, or would it be just CredaSysArc p62 01/31/2017 ML 17045A353
9 . one credential?
Manager Environment
Jennifer T. Colorado
Opila, Department of Agreement FRN Note, a hospital can have a number of medical physicists that work there at any time, so Transcriot
55.39 Radiation Public Health 9 i it would be an increased burden for licensees to do the employment verification every Cred&SysArc Pt 101/31/2017|ML17045A353
State LVS, Q1 . p63
Program and time.
Manager Environment
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Ralph Lieto,
RSO, St St Joseph, Ann FRN Is there a cost associated with the credentialing process? Provide clarification on the Transcript
5540 | Joseph Mercy ph, Medical : 9P : Cred&SysArc PY 101/31/2017|ML17045A353
Health Arbor Michigan LVS, Q1 |token. p65
Systems
American
55.41 Cindy Society for NGO PRN, |56 you have to do the license verification each time you submit? LVS Transcript 4040017 |ML17045A353
Tomlinson Radiation LVS, Q1 webinar notes
Oncology
55.42 Jack Tway New Jersey Agreement FRN, Why aren't LVS and NSTS combined into one system? NJ Jenny Goodman Cred&SysArc Tr;nscrlpt 01/31/2017|ML17045A353
State LVS, Q1 webinar notes
Lowre Young,
University of . FRN, . Transcript
55.43 o self Academic Is the LVS and NSTS the same login? Cred&SysArc . 01/31/2017|ML17045A353
lllinois, Urbana LVS, Q1 webinar notes
Champagne
Roland Pillsbury FRN Why does this question specifically call out manufacturers and not other well-known Transcript
55.44 Winthrop Shaw|  Industrial : Y q P 4 LVS Pt 101/31/2017|ML17045A353
Backhaus ) LVS, Q3 |entities? p70
Pittman LLP
John J. Miller,
RSO and International FRN This falls back to the previous comment about there being a flaw in the timeliness of the Transcript
5545 | Radiation Industrial : s 18l P 9 LVS Pt 101/31/2017 |ML17045A353
. Isotopes Inc. LVS, Q3 |verification. Is quarterly good enough. p70
Compliance
Officer
Ashlr(\le"l?:ussi Nuclear Ener FRN In addition to reducing the burden for M&Ds, consider reducing the burden for Part 50 Transcriot
55.46 o . 9y NGO i licensees, power reactors, and Part 70, fuel cycle facilities. These are well known LVS PY 101/31/2017|ML17045A353
Sr. Project Institute LVS, Q3 . p72
entities.
Manager
International Isotopes has on-line access to LVS and uses the system regularly. At times,
John J. Miller, the encounter the "contact the regulator" message. There's no reason to be receiving
RSO and . that message, why is it happening? Is something entered incorrectly? When using LVS, .
o International . FRN, . f . e . Transcript
55.47 Radiation Isotones Inc Industrial LVS. Q4 the information about the amount being transferred isn't being entered into LVS, that Cred&SysArc 73 01/31/2017 |ML17045A353
Compliance P ’ ’ done in NSTS. Not understanding why the system is returning a message that the p
Officer possession limit is exceeded. It would be helpful to have more to the error message than
"contact the regulator.”
Nima Does the NRC have an estimate for how many times, or percentage, the error message
Ashkeboussi, |Nuclear Energy FRN, "contact the regulator" pops up? If there's a significant number of error messages, Transcript
55.48 Sr. Project Institute NGO LVS, Q4 |"contact the regulator”, that could produce a significant burden to Agreement States and Cred&SysArc p74 01/31/2017|ML17045A353
Manager NRC.
Ralph Lieto, Medical licensee has one category 1 source which is fixed. This licensee uses the
RSO, St. St Joseph, Ann FRN, NSTS emailing of the form to NSTS and not online access. Have had some issues in the past Transcript
5549 | Joseph Mercy ph, Medical | licensees, 9 . ¢ no - P Cred&SysArc Pt 101/31/2017|ML17045A353
Health Arbor Michigan a1 where have not received a confirmation that my reporting to NSTS was correct. Could p76
Systems see a real issue with NSTS transitioning to sources that are infrequently replaced.
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Ralph Lieto,
RSO, St. FRN, NSTS . - )
) ’ ?
5550 | Joseph Mercy St Joseph, Ann Medical licensees, Is the credentialing process the same for !_VS and NSTS? If they are separate, will it Cred&SysArc Transcript 01/31/2017 IML17045A353
Health Arbor Michigan Q1 take 2 months for someone to be credentialed? p77
Systems
Cind ?;::iztlc?gr FRN, NSTS Transcript
55.51 . Y ) y NGO licensees, |How long is the online credential valid? Cred&SysArc PY 01/31/2017|ML17045A353
Tomlinson Radiation a1 p78
Oncology
Karen FRN, NSTS
55.52 Sheehan, Fox self Medical licensees, If someope retires how do they notify NSTS or end their credentialing? Do they have to CredaSysArc Trgnscnpt 01/31/2017 |ML17045A353
Chase Cancer Q1 send their token back? webinar notes
Center
Jennifer T. Colorado
Opila, Department of s .
55.53 Radiation Public Health Agreement FRN, Does NRC want to know the |nd|V|.d.uaI sources that are Category 1, 2 or 3 or do you NSTS Transcript 01/31/2017 |ML17045A353
State LVS, AS Q1 |want to know the aggregate quantities? p81
Program and
Manager Environment
Jennlfer T Colorado There's a difference between authorization and actual possession. An Agreement State
Opila, Department of Agreement FRN can answer the question about quantities of materials authorized, it is more difficult to Transcript
5554 | Radiation | Public Health | "9 ’ o d : WBL Pt 01/31/2017|ML17045A353
State LVS, AS Q1 [answer the question for the number of sources out there that are in Category 3 p82
Program and - 8 - .
. quantities. Many Agreement States don't keep that level of detail in the actual licenses.
Manager Environment
Jennifer T. Colorado
Opila, Department of Agreement FRN Would it be possible for NRC to provide to Agreement States the number of licensees in Transcriot
55.55 Radiation Public Health 9 ! each state that are using the LVS as opposed to manual license verification? Agreement| Cred&SysArc Pt 101/31/2017|ML17045A353
State LVS, AS Q2 : o : p85
Program and States could possibly extrapolate from this information.
Manager Environment
Virginia Office Agreement FRN Virginia has 37 Category 1 and 2 versus 27 Category 3 licensees. Virginia would be Transcript
5556 |Steve Harrison of Rla_:i;):;glcal State LVS, AS Q2 |almost doubling the manual burden if LVS is expanded to Category 3 material. LvS p86 01/31/2017|ML17045A353
Nima
Ashkeboussi, |Nuclear Energy FRN, If NRC went to tracking of Category 3 and requiring LVS for Category 3, would NRC Transcript
55.57 Sr. Project Institute NGO LVS, AS Q3 |require Agreement States to submit Category 3 licenses to WBL? WBL p90 01/31/2017|ML17045A353
Manager
Nima
Ashkeboussi, |Nuclear Energy FRN, To clarify, NRC will request Agreement States to submit Category 3 licensees to WBL, Transcript
55.58 Sr. Project Institute NGO LVS, AS Q3 |but not mandate it? WBL p91 01/31/2017ML17045A353
Manager
California Agreement FRN To clarify is it NRC's intent to require WBL be adopted by Agreement States? Or is NRC Transcript
5559 | Phillip Scott | Department of | "' ' Y quire ¥ pted by Agreement States WBL PY 101/31/2017|ML17045A353
Public Health State LVS, AS Q3 |encouraging use of WBL by not requiring Agreement State adoption of it? p92
Lvnne A FRN, Returning to the 5,500 number of additional licensees for Category 3, what percent are Transcriot
55.60 y' ) self Medical NSTS, AS [NRC versus Agreement States? This question could also be flipped to what the WBL p 01/31/2017|ML17045A353
Fairobent X . p96
Q1 increased burden for NRC licensees?
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o Is NRC considering requiring Agreement States to do the annual inventory? If so,
California Agreement FRN, Agreement States would have to do an evaluation as the cost - for time and resources? Transcript
55.61 Phillip Scott | Department of g NSTS, AS 9 o ) Lo . ) NSTS P 101/31/2017 |ML17045A353
. State Could NRC provide information regarding licensees in NSTS and LVS to the Agreement p97
Public Health Q1 . .
States, to support this evaluation?
Nima From the big picture, what is the continued need for the annual inventory reconciliation?
Ashkeboussi, [Nuclear Ener FRN, It is a significant amount of work to conduct this reconciliation, it is not clear what safet Transcript
55.62 USS, =NeTY NGO NSTS, As |5 @ siont . on ; : Y NSTS Pt 01/31/2017|ML17045A353
Sr. Project Institute Q1 issue is being addressed with reconciliation. In particular, when most of the errors seem p99
Manager to be typographical, administrative items.
Nima ERN
55.63 Ashkebqu33|, Nuclear‘ Energy NGO NSTS, AS Question the need for reconciliation Qf Category 1 and 2, in light of h‘?v',ng a graded NSTS Transcript 01/31/2017 |ML17045A353
Sr. Project Institute a1 approach, would recommend excluding Category 3 from the reconciliation. p99
Manager
Jennifer T. Colorado
Opila, Department of FRN, . ’ .
55.64 Radiation Public Health Agreement NSTS, AS What agthorlty does thell_\lRlC have to require the Agreement States to conduct the NSTS Transcript 01/31/2017 |ML17045A353
State annual inventory reconciliation? p100
Program and Q1
Manager Environment
How does it work for a medical physicist who provides services to more than one
Lynne A FRN, licensee and has one token, one sign-on, one password? Has NRC given thought to Transcript
55.65 Fairobent self Medical NS-I(-)S{ AS when this individual stops consulting for hospital A, but still consulting for hospitals B and Cred&SysArc p102 01/31/2017ML17045A353
c?
No. The NRC should consider the risk. What is posed with Category 3 versus Category 1
and 2? If you look a the table, there are certainly hazards associated with Category 1
John J. Miller, quantities, but the existing safety regulations provide the level of security needed to
RSO and International FRN control this material. When transferring Category 3 or less, license verification is still Transcriot
55.66 Radiation Isotones Inc Industrial Securit ’Q1 done. If the recipient doesn't receive their material, reporting of lost material is required. SA 105 P 01/31/2017|ML17045A353
Compliance P ’ ¥, When looking at levels of activity, there's a line that should be drawn before requiring p
Officer additional security enhancements. Category 3 doesn't seem to cross that line. The
existing safety regulations, both NRC and DOT, provide enough security to control
Category 3 quantities.
Looking at what this exercise is trying to solve, maybe issuing licenses for licensees that
possess a Category 3 quantity might be a little more robust. License verification is a
possibility that might improve security. But a question to ask, what are the unintended
' consequences. A consequence of expanding to Category 3 in LVS and NSTS - from a
John J. Miller, RS .
source manufacturer perspective is limited. Source manufacturers are already using
RSO and International FRN these systems, adding Category 3 is just another burden. Currently there are man Transcript
5567 | Radiation Industrial Y. |imese systems, adding Lategory 218 ] aen. Y y SA Pt 01/31/2017|ML17045A353
. Isotopes Inc. Security, Q1 |licensees that are unfamiliar with the enhanced requirements on Category 2, because p106
Compliance . . . .
Officer they typically return the source when it has decayed to Category 3 without issue. Now
that end user has to go through hoops to make an NSTS transaction, do a license
verification, this licensee could store the source until it's below Category 3 thresholds.
Sources could be collecting in a closet waiting for decay to avoid NSTS and LVS. This is
a consequence that should be considered.
Pillsbury .
55.68 Roland 1,y ihrop Shaw|  Industrial FRN. Iprovide clarification on this question. It is not clear what the NRC's thinking is behind it. GLDs Transcript | 64 /3.4/017|ML17045A353
Backhaus Pittman LLP Security, Q2 p107
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Roland Pillsbury FRN The practical effect of this question is that companies that previous operated under a Transcript
55.69 Winthrop Shaw|  Industrial N pract que: mpanies that p P GLDs PY 01/31/2017|ML17045A353
Backhaus Pittman LLP Security, Q2 [general license would be required to be specifically licensed? p108
Roland Pillsbury ERN If NRC is looking at general licensees that could aggregate to a Category 3 quantities, Transcriot
55.70 Winthrop Shaw| Industrial L requiring those entities to obtain specific licenses would affect a large number of GLDs P 01/31/2017|ML17045A353
Backhaus ) Security, Q2 - p110
Pittman LLP companies.
Recommend that a maximum quantity in a GLD such as under 31.5 be established. But
California NRC should also consider how this will affect the registration component of 31.5, and !
- Agreement FRN, . . ) ) Transcript
55.71 Phillip Scott | Department of . possibly 40.25. NRC should consider some type of grandfathering process until all the GLDs 01/31/2017 |ML17045A353
. State Security, Q2 |- X . . . . . p112
Public Health licensing can be completed. This does create more licensing, so what is NRC's
expected workload increased for transitioning GLDs to specific licenses.
William
Lorenzen, FRN How is the new executive order on regulations going to impact the progress on this Transcript
56.01 | RSO, Boston self Medical : s hy B kil prog SA Pt 10212172017 |ML17079A125
! \ General, Q1 [specific rule activity? p20
Children's
Hospital
Kendall Berry,
RSO, !
. FRN, . . R . Transcript
56.02 Hahneman self Medical Question 2 - No, | do not think that this will increase safety or security. SA 02/21/2017|ML17079A125
. ) General, Q2 p26
University
Hospital
Kendall Berry,
RSO, FRN Transcript
56.03 Hahneman self Medical ’ Question 3 - Yes licenses should be exempted. LVS p 02/21/2017|ML17079A125
. . General, Q3 p27
University
Hospital
Clive
Townsend,
Reactor . FRN, How does this change the timeline for a request? Worried about it taking much longer... Transcript
56.04 Supervisor, self Academic General, Q4 [Does the timeline shorten with the change? LvS p27 02/21/2017|ML17079A125
Purdue
University
Daniel . . . . . . s .
56.05 Eavenson, self Industrial FRN, Is there gny cons'lderatlon to dlﬁerences of shlpmgnts wheq the radioactive material is SA Transcript 0212112017 IML17079A125
) NSTS, Q1 [already installed in a complex machine or in a shielded device? p29
First Alert, Inc.
Clive
Townsend,
56.06 Reactor self Academic FRN, | Are the complete slides available somewhere on the NRC website? NSTS Transcript | 6510112017 |ML17079A125
Supervisor, NSTS, Q1 p29
Purdue
University
William
Lorenzen, FRN As far as the increase in security if implemented | find nothing in your background Transcript
56.07 | RSO, Boston self Medical | : v 1T imp ¢ nothing in y 9 SA Pt 10212172017 |ML17079A125
Children's NSTS, Q1 [information that would have prevented those events if this was in place. p30
Hospital
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Kendall Berry, Question 3 - clarification - When returning decayed sources to the manufacturer that
RSO, FRN shipped the "fresh" source in the first place, licensees should not have to verify the Transcript
56.08 | Hahneman self Medical O M : 16 lirst place, . LVS Pt 10212172017 |ML17079A125
Universit General, Q3 |license every time. Perhaps, simply including the manufacturers license number and p30
Hospitaly expiration date with new sources would be an easy way to make NRC happy.
William
Lorenzen, FRN | would think this would be overly burdensome to licensees without any added securit Transcript
56.09 | RSO, Boston self Medical ’ v Y y SA Pt 10212172017 |ML17079A125
! \ NSTS, Q1 [benefit. p30
Children's
Hospital
William
Lorenzen, FRN Transcript
56.10 RSO, Boston self Medical NSTS ’Q1 | would be concerned about the cyber security of this process. Cat 3 in NSTS - all of it Cred&SysArc 31 p 02/21/2017|ML17079A125
Children's ’ p
Hospital
Kendall Berry,
RSO, FRN Since the NSTS is not a live inventory system and one main source in hospitals is Transcript
56.11 Hahneman self Medical ; exchanged 4 times a year, the NSTS would constantly be very outdated. | do not see a NSTS PY 102/21/2017|ML17079A125
. . NSTS, Q1 L . . p31
University benefit to including these sources in NSTS.
Hospital
Michael N.
EnSvti(:g:rir;’tal Florida Agreement FRN Questions 1, 2, 3 and 4 refer to “transfers of category 3 quantities”. Transcriot
56.12 Department of 9 ! Does this include transferring packages containing smaller category 4 sources that would NSTS PY 0212112017 |ML17079A125
Program State general, Q4 " p31
Health Health aggregate up to category 3 quantities?
Consultant
William
Lorenzen, FRN | think the next business day should be relaxed if Cat 3 is included. Some of these ma Transcript
56.13 | RSO, Boston self Medical ’ . ) ¥ sho : . ’ Y NSTS PY 10212172017 |ML17079A125
; \ NSTS, Q2 [happen in the field and need a bit more time to login. p34
Children's
Hospital
William
Lorenzen, FRN #4. | would be interested to learn of any experiences the NRC can point (is aware of) to Transcript
56.14 | RSO, Boston self Medical ’ LWe any exp e P . SA Pt 102121/2017 |ML17079A125
Children's NSTS, Q2 [that indicate that there would be an increase to security if this change was in place p36
Hospital
Kendall Berry,
RSO, . . ’ - .
56.15 Hahneman self Medical FRN, lam r‘10t convnr_med that there would be an increase in safety/security if cat 3 sources NSTS Transcript 02/21/2017 |ML17079A125
X . NSTS, Q4 |were included in the NSTS. p37
University
Hospital
Thomas FRN Question 5. Please consider additional guidance for Surface Contaminated Object Transcript
56.16 Jones, GE self Medical ’ g - 9 ; ) SA PY 10212172017 |ML17079A125
Healthcare NSTS, Q5 |aggregation. Most of the assumptions assume discrete sources. p38
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Kendall Berry,
RSO, FRN NSTS reporting requirements of within a day or two does not take into account smaller Transcriot
56.17 Hahneman self Medical NSTS ’QS organizations where the RSO may not be available to make those entries at those times NSTS 28 p 02/21/2017|ML17079A125
University ’ (i.e. vacations, illnesses) p
Hospital
Kendall Berry,
RSO, . ; . T . .
56.18 Hahneman self Medical FRN, .Cc.>nS|d'er WI|! therg be any actual |ncregsed source sect'mty with proposed regulations or SA Transcript 0212112017 IML17079A125
. . LVS, Q1 [isitall just aiding in the appearance of increased security? p40
University
Hospital
William
Lorenzen, FRN Transcript
56.19 RSO, Boston self Medical ! Will there be any cost-benefit analysis done? SA p 02/21/2017|ML17079A125
; \ LVS, Q1 p40
Children's
Hospital
Thomas FRN Question 5. Please consider consolidating the Part 37 source list and NSTS Appendix E Transcript
5620 | Jones, GE self Medical + o [uestion ©. FIease « 9 PP SA Pt 102/21/2017 |ML17079A125
NSTS, Q5 |[listing into a single list. pa1
Healthcare
William
Lorenzen, FRN Clarification: If you have credentials for NSTS you would NOT have to reapply for LVS Transcript
56.21 | RSO, Boston self Medical : Sy ¥ PRl " | Cred&SysArc PY 102/21/2017|ML17079A125
! ) LVS, Q1 [correct? p41
Children's
Hospital
Thomas FRN Question: Since the GAO investigation seemed to point to a weakness in the Agreement Transcriot
56.22 Jones, GE self Medical . State licensing process, what is being proposed as part of this evaluation for SA p 02/21/2017|ML17079A125
LVS, Q2 ) p42
Healthcare strengthening that process?
Kendall Berry,
RSO, '
. FRN, . Transcript
56.23 Hahneman self Medical LVS. Q2 Transfer 4 x's a year and 100% are returned to the manufacturer. LVS 44 02/21/2017|ML17079A125
University ’ p
Hospital
Kendall Berry,
RSO, . I . . . .
56.24 Hahneman self Medical FRN, License verification should not be required when transferring to an established LVS Transcript 0212112017 IML17079A125
. . LVS, Q2 [manufacturer. p45
University
Hospital
Linda Kroger,
Uni\'/qesrgt’ of FRN Related to question 1, would access to LVS require the same type of firewall breaching Transcriot
56.25 . y self Medical ! that is required to access NSTS online system? This is the main reason so many Cred&SysArc P 02/21/2017|ML17079A125
California, LVS, Q1 X X R p45
- - licensees don't use the NSTS on-line system.
Davis Medical
Center
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Linda Kroger,
RSO,
University of . FRN, . . Transcript
56.26 . : self Medical Question 2 - for HDR, 4 -5 times a year back to the vendor. LVS 02/21/2017|ML17079A125
California, LVS, Q2 p46
Davis Medical
Center
Thomas FRN Question 3. No. Current acceptable methods of verifying licenses (current copy, etc) Transcript
56.27 Jones, GE self Medical | ; Lo ) ) . ’ ’ LvS 02/21/2017 |ML17079A125
LVS, Q3 |especially when dealing with established or recurrent licensees. p49
Healthcare
Kendall Berry,
RSO, FRN, NSTS Transcript
56.28 Hahneman self Medical licensees, |If cat 3 is included in NSTS, I'd try NSTS on-line access again. Cred&SysArc 49 02/21/2017|ML17079A125
University Q1 P
Hospital
Kendall Berry,
RSO, FRN, NSTS |l did go through getting on-line access years ago, but had issues with employers firewalls Transcript
56.29 Hahneman self Medical licensees, [and have used fax/e-mail for NSTS annual updates. | appreciate today's feedback that | Cred&SysArc 50 02/21/2017|ML17079A125
University Q2 the on-line system has since changed. P
Hospital
William
Lorenzen, FRN, NSTS Transcript
56.30 | RSO, Boston self Medical licensees, |l use NSTS online and have only had early issues with using the product on a MAC. Cred&SysArc 50 02/21/2017|ML17079A125
Children's Q2 P
Hospital
Michael N.
Stephens, Florida
56.31 Environmental Department of Agreement FRN, Does this include license auth.o'rlzahons for small category 4 sources that would LVS Transcript 02/21/2017 |ML17079A125
Program State LVS, AS Q1 |aggregate to category 3 quantities? p51
Health
Health
Consultant
Kendall Berry,
56.32 HaEr?ecr)r;an self Medical FRN, As an agreement licensee, I‘q try_ LVS as this would be a significant burden on an already LVS Transcript 02/21/2017 |ML17079A125
. . LVS, AS Q1 [taxed agreement state organization. p54
University
Hospital
William
Lorenzen, FRN I am in a state that licenses a source manufacturer. | can't imagine our current State Transcript
56.33 | RSO, Boston self Medical ! . ) ; LvS 02/21/2017|ML17079A125
Children's LVS, AS Q4 |program being able to handle the large number of Cat 3 transfers that are occurring. p56
Hospital
William
Lorenzen, FRN, This would bring the process to a halt...Agreement states are underfunded and Transcript
56.34 RSO, Boston self Medical NSTS, AS |understaffed. Another unfunded mandate is the last this our Agreement State programs NSTS 58 02/21/2017|ML17079A125
Children's Q1 need. P
Hospital
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Kendall Berry,
RSO, FRN, | remember the nightmare of reconciliation when NSTS began and that has been Transcriot
56.35 Hahneman self Medical NSTS, AS |corrected. If my state had to perform this task, | do not have confidence that they have NSTS 58 p 02/21/2017|ML17079A125
University Q1 the resources to complete reconciliations the way NSTS does. P
Hospital
Clive General thought: also want to make sure that this is the best way to meet the AEA of
Townsend, " L !
Reactor FRN, 1954 for Research Reactors... "impose the minimum amount of such regulations and Transcriot
56.36 . self Academic NSTS, AS [terms of license as will permit the commission to fulfill its obligations." . . . | would not SA PY 102/21/2017|ML17079A125
Supervisor, ) . ) ) p58
Purdue Q1 consider controlling 11 kg of 1% uranium at the same level as 2.1 kg of Plutonium (for
) . example) as being the minimum level of regulation necessary.
University
William
Lorenzen, FRN Transcript
56.37 | RSO, Boston self Medical . NO! | see no benefits SA Pt 102/21/2017|ML17079A125
! \ Security, Q1 p61
Children's
Hospital
Kendall Berry,
RSO, . . ’ . .
56.38 Hahneman self Medical FR_N, NO NO NO. Physical security requirements should not be expanded to include Cat 3 SA Transcript 0212112017 IML17079A125
. . Security, Q1 |sources. p61
University
Hospital
Clive
Townsend,
56.39 Reacior self Academic FRN. INo, they shouldn't be expanded. SA Transcript | 651012017 |ML17079A125
Supervisor, Security, Q1 p62
Purdue
University
Linda Kroger,
RSO,
5640 | University of self Medical FRN. INationally, this would be a tremendous financial burden. SA Transcript | 651012017 |ML17079A125
California, Security, Q1 p62
Davis Medical
Center
Thomas FRN Other Questions: Question 1. Since the majority of security concerns appear to be Transcriot
56.41 Jones, GE self Medical . related to Ir-192 (radiography) related according to the NRC's effectiveness review, is this SA p 02/21/2017|ML17079A125
Security, Q1 |, ] . p62
Healthcare tightening down on all Category 3 sources unnecessary and incorrectly targeted?
William
Lorenzen, FRN Let's not forget that we in the radiation safety security roles are doing more for securit Transcript
56.42 | RSO, Boston self Medical o 9 Nt Y Y g more for Y SA Pt 10212172017 |ML17079A125
Children's Security, Q1 [and safety if we are doing just that and not filling out forms that have no identified benefit. p64
Hospital
KenfslloBerry, If you decide that Cat 3 sources are to be covered under Part 37, then they should NOT
’ ) FRN, be covered under general licenses. General licensed devices and come and go without Transcript
56.43 TJanr;\r/]:rn;i?n self Medical Security, Q2 |the RSO's knowledge - if the material is THAT dangerous, it should not be under a GLDs p65 02/21/2017|ML17079A125
. Y general license.
Hospital
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General Comment: In my opinion the LVS is the only redeeming feature of this entire
National inquisition. | have for a long time felt that there should be an official source for license
56.44 David Brown Institute of Academic General verification for all radioactive materials transfers that require a license. On the subject of SA Transcript 0212112017 IML17079A125
’ Standards and NSTS registrations and increased security for Cat 3 sources, The NRC has already p66
Technology performed a thorough analysis of this for Cat 3 sources and found no need for increased
security. | truly do not see any basis or justification for a different conclusion at this point.
Kendall Berry,
RSO, Licensees routinely converse among themselves that the current Part 37 merely provides Transcript
56.45 Hahneman self Medical General |a means for the NRC to point the finger to the licensees if there is ever an event and SA P67 02/21/2017|ML17079A125
University provides no true increase in security.
Hospital
Daniel If the requirements of Cat 1&2 are extended to 3 will there be a reevaluation of the Transcript
56.46 Eavenson, self Industrial General |quantities for Cat 3 because of the increased security and licenses security SA 068 02/21/2017|ML17079A125
First Alert, Inc. requirements?
Clive
T%";gjgrd' Can you review, in short, why this movement started? | heard very briefly about the GAO Transcriot
56.47 Supervisor self Academic General |investigation but missed most of it. A short summary would be appreciated... Since we SA 068 P 02/21/2017|ML17079A125
’ have time.
Purdue
University
William
Lorenzen, How long are ones credentials for NSTS or LVS good for. How often must they be Transcript
56.48 | RSO, Boston self Medical General ’ Cred&SysArc 02/21/2017|ML17079A125
! ; renewed? p71
Children's
Hospital
If a terrorist wants our sources, they'll get them despite systems in place. Most hospitals
do not have armed response security forces on site and nor should they be required to.
Kendall Berry, R . .
RSO, Fuﬂher ifa terrqust wants the squrces there are plenty of ways to go about getting a '
56.49 Hahneman self Medical General license and gettlngla source dellverled‘ to them, beyond methods tha_t lthe GAO has . SA Transcript 02/21/2017 |ML17079A125
. ) already tested. This whole system is insane and reduces the credibility of the NRC with p72
University . L . ) .
Hospital Hos_pltal admlnlstra?lon when such ur_1funded mandates are imposed. The cost of doing
business as a hospital has been getting tougher and tougher for all hospitals, more
unfunded mandates that do not actually improve security should not be imposed.
William
Lorenzen, | think the renewal process should be reevaluated. It should have some connectivity to Transcript
56.50 | RSO, Boston self Medical General |the T&R process. If | lose access to Cat 1&2 because my T&R process (10 year SA p74 02/21/2017|ML17079A125
Children's renewal) identifies a issue, that person should not have NSTS or LVS access either....
Hospital
57.01 Mike Welling Uni\{er.siFy of Medical FRN, Please elaborate on what safety and security you are asking about. Would this be public SA Transcript 02/23/.2017 ML17079A131
Virginia General, Q3 |safety, worker safety or other? p29 meeting1
57.02 Mike Welling Uni\{er.siFy of Medical FRN, Does the NRQ have g time study for Category 1 and 2 source entry into NSTS which can NSTS Transcript 02/23/.2017 ML17079A131
Virginia NSTS, Q1 |be used for this question? p32 meeting1
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| asked the question about time study, because I'm looking at using that information. If
anyone has given you anything from a Category 1 or 2 user standpoint, if that can be
used for Category 3 people to say how much time and energy they're going to have to put
. . in for all their Category 3 sources? The Category 3 licensees have no understanding of .
57.03 | Mike Welling U“\'Xrerﬁ:g of | Medical NSFTRSN’Q 4 |how much entry or what's required to do NSTS. So if the Category 1 and 2 users along NSTS Tra";g”pt Or2r1/§2t/iim17 ML17079A131
9 ’ with the NRC staff has any information to count as to how long the entries take, then p 9
could pass it along to the Category 3 users to try and understand and document how
much time and energy they're going to have to put towards entries in NSTS for their past
resources.
. . Suggest putting the burden estimates for filling out the Form 748, especially to those .
57.04 Mike Welling Unl\{erlS|.ty of Medical FRN, Category 3 manufacturers and distributors such as HDRs. They're going to have to do NSTS Transcript 02/23/.2017 ML17079A131
Virginia NSTS, Q1 p35 meeting1
that for every source exchange quarterly.
. If the Category 3 reporting limits are only one percent of the Category 1, does it make
Jack Preist, o , A
Radiation | Massachusetts sense to have the same reporting timeline for sources that are, I'll say less risk-
Agreement FRN, significant? | do not agree with an annual, but | think maybe a 30-day reporting time Transcript |02/23/2017
57.05 Control Department of L ) . . NSTS . ML17079A131
) State NSTS, Q2 |frame or something light that might be workable and useful to tracking rather than wait p37 meeting1
Program Public Health . : . o
Director until the end of the year before - or annually until you realize that you had a missing
source or unaccountable source.
Jack Preist,
Radiation | Massachusets Agreement FRN, Massachusetts has approximately 60 licensees for 1, 2, and 3 categories. And we have Transcript [02/23/2017
57.06 Control Department of . . WBL . ML17079A131
I State LVS, AS Q1 (43 current licensees for Categories 1 and 2. p54 meeting1
Program Public Health
Director
Jack Preist,
Radiation |Massachusetts Agreement FRN, Massachusetts would encourage I|censges for the usg of LVS among our I|cepsees. We Transcript  |02/23/2017
57.07 Control Department of would not recommend the plan for additional burden imposed by the manual license LVS . ML17079A131
) State LVS, AS Q2 e p55 meeting1
Program Public Health verification process.
Director
Jack Preist,
Radiation | Massachusetts Massachusetts would ask our licensees to voluntarily provide your Category 3 similar to .
57.08 Control Department of Agreement FRN, what Massachusetts, which is an Agreement State., does now for Category 1 and 2 WBL Transcript 02/23/.2017 ML17079A131
h State LVS,AS Q3 | . ) p57 meeting1
Program Public Health licensees. Massachusetts has not yet adopted web-based licensing system.
Director
Appreciate this chance to have my say. Thinking a lot of this class 3 stuff is going
through our cities and going into areas that are not well protected, not safe, and where
the first responders are first responders, volunteers, and we don't need radioactives
. . . . FRN, going out into the general public or near the general public. And | don't hear people Transcript |02/23/2017
57.09 Marvin Lewis Public Public LVS, AS Q3 |saying, well, how can we minimize the impact of radiation on the general public or SA p59 meeting1 ML17079A131
people, the individual person. | want to hear a little more of what the NRC's charter says
about protect the health and safety of the public. | sure don't hear it. Thank you for
allowing me this comment.
Jack Preist, , . . .
Radiation | Massachusetts We've done some time study estimates based on our current number of licensees that
Agreement FRN, we have for category 1 and 2. And we feel the additional category 3 for training, tracking, Transcript |02/23/2017
57.10 Control Department of A ) ) ! LVS . ML17079A131
) State LVS, AS Q4 |regulatory oversight, for that part of the program, we estimated 1.5 full time equivalent for p61 meeting1
Program Public Health I
Director that additional burden.
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57.11 Michael University of | )0 ical FRN, |Would this be under a Part 37 revision or an order until Part 37 would be revised? SA Transcript |02/23/2017 |y 47070p 131
Welling Virginia Security, Q2 p66 meeting1
. The NRC staff has the impression that the Agreement States are not against expanding
Jennifer T. Colorado B ) )
h NSTS to Category 3, but instead are concerned about the impact. This regulator does
Opila, Department of Agreement FRN not believe that summary is accurate. A lot of Agreement States have not had the Transcript
58.01 Radiation | Public Health | "9 : . Y - greeme . NSTS Pt 10310212017 |ML17079A140
Program and State General, Q2 [opportunity to comment yet, and there is one week left in the comment period. In general, p22
9 . including Colorado, many Agreement States are not in favor of expansion of the
Manager Environment )
requirements to Category 3.
My concern and comments on this is for Category 3 sources, those in some areas a GL
license. And so you would have to promulgate regulations on the GL side to be more in
JL Shepherd & ERN conformance with the specifically licensed device sources for devise. And this could be Transcriot
58.02 |Mary Shepherd p. Industrial ’ very expensive. And I'm not sure how well it will work. | don't do GLs as part of our GLDs P 03/02/2017|ML17079A140
Associates General, Q2 . L . p23
business model. But | think it will be very cumbersome on the MT&E testing, you know,
the non-destructive testing facility license - GL type licensing. And that should be looked
at.
Westinghouse . “ " N S ! )
58.03 Joseph Rizzi Electric Industrial FRN, When referring to “Category 3 sources” sometime Category&‘_quapt_ltles is used, so is NSTS Transcript 03/02/2017 |ML17079A140
Company General, Q2 [the source related only to sealed sources or any source of radioactivity? p24
The root problem has to do with the ease of company formation in the United States.
New York There are no barriers for malevolent actors to form a legitimate corporation in any state. .
Agreement FRN, . . . o Transcript
58.04 | Clayton Bradt | Department of Once incorporated, there is no way to deny a license to such a company. In addition, any SA 03/02/2017|ML17079A140
State General, Q2 . - . I~ f . I . p26
Health potential terrorist group with sufficient funding and acquire a legitimate business. How
will NRC's proposed actions eliminate these possibility?
Some of the comments that were brought up earlier give basically - reflect our position
also. Once of the comments was on the aggregate of byproduct material. We have set
. the time units. Licensing came up here with regard to byproduct material and how these
National FRN regulations would affect that. The NRC's position is that it's not specifically sealed Transcript
58.05 |James Mattern| Institutes of | Medical : 9 . : s pectiically sea SA Pt (0310212017 |ML17079A140
General, Q2 [sources and the like. But these amounts generated would not necessarily be in one p28
Health i . ) .
specific location. | mean, they maybe in, you know, a few different targets or, you know a
couple of different roles or facility locations. So how would this affect operations here? Do
you have any guidance on that?
The question came up, because there's a certain cyclotron procedure that could produce
some Co-60. Start pushing the 800, | guess, military limits for Category 2. But that
National would push it up into a Category 3 if it covers over that. And plus, if I'm at 600 in one
. . FRN, room and 600 in another room, then it starts getting kinds of muddied a bit. All of a Transcript
58.06 |James Mattern Inslﬂzgﬁﬁ of Medical General, Q2 |sudden do we have to start reporting all this Co-60 that's being produced? And it seems NSTS p30 03/02/2017|ML17079A140
strange, entering back into the NRC realm after being in an Agreement State area for
awhile. It's not we're producing to manufacture or distribute, it's just the nature of the
beast.
New York Agreement FRN, If I understand Dungan s response t'o my qugstlon, closing ‘the regulatory gaps that Transcript
58.07 Clayton Bradt | Department of enabled the GAO sting to succeed is not the intent of NRC's proposed actions. Please SA 03/02/2017 |ML17079A140
State General, Q2 ) p32
Health verify.
Westinghouse FRN Transcript
58.08 Joseph Rizzi Electric Industrial GeneraI’ Q2 Is there going to be a reporting requirement for non-sealed source Cat 3 material? SA 034 P 03/02/2017 |ML17079A140
Company ’

128



Comments Received from Category 3 Source Security and Accountability Public Meetings and Federal Register Notice (82 FR 2399)

Bins: LVS: License Verification System NSTS: National Source Tracking System WBL: Web-Based Licensing System SA: Assessment of Safety and Security Cred&SysArc: Credentialing and General System Architecture GLDs: Generally Licensed Devices
Unique .. o Stakeholder FRN . Comment Date .
\dentifier Individual Organization Type Question Comment Bin Format Written Accession No.
With the adoption of Category 3, there is a concern regarding the medical isotopes used .
58.09 |Mary Shepherd|* SnePnerd &1 ciial FRN. lin diagnostic and therapeutic treatment. And if Category 3 is adopted, there's also SA Transcript | 63/0212017|ML17079A140
Associates General, Q2 . X . . . p34
patient care and patient, potential patient restrictions that need to be looked at also.
David Huber,
RSO, Baker . FRN, Would a corporation holding licenses with NRC and multiple agreement states be Transcript
58.10 Hughes Oilfield self Industrial General, Q3 [required to verify transfers between licenses held by that corporation? Lvs p36 03/02/2017|ML17079A140
Operations
If NRC goes down to Category 3 in regulating this, its going to be a large burden on
reactors. Practically everything that is sent off site from the reactor is going to meet the
. Category 3 definition. And reactors are sending stuff to, places like burial sites that have
Craig Stone, FRN three million curies available to them. And you know, the LVS, from my experience, have Transcript
58.11 | South Texas self Industrial : ! N AnC Y ! ’ v exp ’ LVsS Pt 103/02/2017 |ML17079A140
) General, Q3 |not been able to make it work. Routinely, | am contacting the Agreement State regulator p38
Project - . : o .
every time | send the materials. If NRC is considering exemptions, reactors should be
considered - large generators like us that send to places with huge licenses - or license
quantities available.
Was at IAEA when the source classification system was developed. Was one of the
independent consultants for Part 37 review. Reminding people that the IAEA tried to
. classify the instances. But Category 3 sources are regarded as dangerous. That means
Brian Dodd, FRN that they are capable of causing severe deterministic effects if they are in an uncontrolled Transcript
58.12 |President, BD self Public : ey P d y SA Pt 103/02/2017 |ML17079A140
Consulting General, Q3 |environment. There should be a graded approach, not exactly the same as Category 1 p39
and 2, but graded system security associated with Category 3. And certainly should
include in the NSTS and the LVS. As | mentioned, graded according to less than
Category 2 but more than what is generally done under Part 20.
Scott J There needs to be a consideration for a variance in the security criteria. Particularly, for
) ; VEGA Category 3 for looking at trying to make it universal, that would be a burden that we
Winters, Americas, Inc.- FRN would anticipate for a lot of the people that we distribute to either under a general license Transcript
58.13 | Radiation » "% Industrial : iclpe or the people that we dis . g loen SA Pt 0810212017 |ML17079A140
Safet Nuclear General, Q3 |or a specific license. Basically, when discussing fixed gauges. Adding another chain with pa1
) y Services a lock around something that's there's already mounted to a vessel that already has a
Specialist o . .
preliminary and secondary security systems seems over redundant and not effective.
The NRC asked if there should be an exemption, and yes, we would recommend an
exemption. The primary Category 3 source that we're looking at is for an ACR unit which
National FRN uses Ir-192. And the only transactions that only occur we get our source from the Transcriot
58.14 |James Mattern| Institutes of Medical General’ Q3 manufacturer. And then the manufacturer comes and takes out the decayed source that LVS 42 Pt 10310212017 |ML17079A140
Health ’ has been used. And packages it and puts in the new source. And we ship off the old p
source back to the manufacturer. So as far as having to get on LVS and all this, we think
that yes, there should be an exemption for that.
New York Agreement FRN Transcript
58.15 Clayton Bradt | Department of 9 ’ You should consider that bad people can get valid licenses. SA p 03/02/2017 |ML17079A140
State NSTS, Q1 p45
Health
David Huber,
RSO, Baker . FRN, Including Cat 3 in NSTS would engage approximately 60 small well logging companies Transcript
58.16 Hughes Oilfield self Industrial NSTS, Q3 [and at least three majors that have not previously used NSTS. NSTS pa47 03/02/2017|ML17079A140
Operations
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Kelley
Richardt,
Regulatory and . . . .
58.17 QA manager, self Industrial FRN, We currently‘ report 20-30 transfers every day in NSTS, adding Cat 3 would raise that by NSTS Transcript 03/02/2017 IML17079A140
NSTS, Q3 |about one third. pa47
Source
Production and
Equipment C.
Christopher
Perry,
Radiation FRN Just for our operations, the amount of sources that would have to be added to NSTS Transcript
58.18 Safety self Industrial ’ P L . NSTS Pt 103/02/2017 {ML17079A140
Manager. NSTS, Q3 [would be approx 5 times as many as currently required. p48
Weatherford
International
When a Category 2 source decays below threshold, there's no action that's done - no
Richard action to be taken by the licensee? The source is in NSTS, it just doesn't appear in the
Karrmann, GE . FRN, licensees inventory any more. Category 3 reporting to NSTS, would the same apply? Transcript
58.19 Inspection self Industrial NSTS, Q3 |Again, the information still remain in NSTS or - and then just fall out of a licensee's NSTS p48 03/02/2017|ML17079A140
Services inventory. If/when a cat 2 source decays below the cat 2 threshold, would licensees be
required to take any additional actions in NSTS?
Gilberton With NSTS we don't report, we're just Category 3. We our sources for a level indication.
Greg Schrad, . FRN, And we're not in NSTS at all. Has NRC looked at the increased traffic that you guys are Transcript
5820 Plant Engineer C?;WZ; Industrial NSTS, Q5 [going to have to take in based off of the people who have never used NSTS? And NSTS p49 03/02/2017|ML17079A140
pany everyone try to apply to get access to it?
Westinghouse .
. . . FRN, . . . . . . Transcript
58.21 Joseph Rizzi Electric Industrial NSTS. Q5 What is NRC's position on the increase in safety and security? SA 53 03/02/2017 |ML17079A140
Company ’ p
New York Agreement FRN Transcript
58.22 Clayton Bradt | Department of 9 ) No study has been done on the efficacy of the NSTS has been conducted. NSTS p 03/02/2017 |ML17079A140
Health State NSTS, Q5 p54
Kelley
Richardt,
Regulatory and . ’ . . . .
. FRN, Has NRC considered scaling back on current requirements to verify receipt of Cat 1 or Transcript
58.23 QASrT(E?:;;er, self Industrial NSTS, Q5 |Cat 2 sources to both to the shipper and in NSTS? NSTS p54 03/02/2017 |ML17079A140
Production and
Equipment C.
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Kelley
Richardt,
Regulatory and . .
. FRN, We understand that there are approximately 4000-5000 HDR source transfers annually Transcript
58.24 QASrT(;i?:ger, self Industrial LVS, Q2  |(that would require NSTS, LVS, etc). LVS 058 03/02/2017|ML17079A140
Production and
Equipment C.
Westinghouse . . . . .
58.25 Joseph Rizzi Electric Industrial FRN, Ifa Ilgenseg has gn aggregate amount of a Cat 3 rad_loactlve material and they transfer a LVS Transcript 03/02/2017 |ML17079A140
Company LVS, Q2 [quantity which brings them below the Cat 3 amount, is that reportable? p59
Most of them are from M&Ds, the power sector has different concerns. It would go down
Craig Stone, FRN to aggregate quantities on almost 90 percent, 80 percent of the shipments we make. Transcriot
58.26 South Texas self Industrial | And these shipments would be going to the basically the same licensees over and over LVS p 03/02/2017 |ML17079A140
. LVS, Q2 . e : : p61
Project again. Verification for an established manufacturer or and established source that we
send it to continuously, should be part of the graded approach.
Craig Stone, FRN LVS does not work for the places that | send material to. So, I've had to go to the issuing Transcriot
58.27 South Texas self Industrial ! authority every single time and the Help Desk. Basically, | put a trouble ticket in six Cred&SysArc P 03/02/2017|ML17079A140
. LVS, Q4 . . ; \ ) - p61
Project months ago. It still doesn't work and nothing has happened. So I've had issues with it.
Glenn Rogers,
Regional FRN Most of the transfers we have are to and from us (the customer) to the manufacturer. If, Transcriot
58.28 | Environmental self Industrial i all of our transfers are less than the Cat 3 threshold amounts would we be required to LVS P 03/02/2017 |ML17079A140
LVS, Q2 p62
Manager, report?
Pactiv
| agree with the comment about the receipt and shipment of the Iridium -192 sources for
Karen the HDR treatment units. The reporting of transfers and receipt each time will be a
Sheehan, RSO . FRN, burden for the facilities who use these sources. They are exchanged each quarter. | do Transcript
58.29 Fox Chase self Medical LVS, Q2 |not think that this source exchange process is a safety risk. It would be easier for the LvS p62 03/02/2017|ML17079A140
Cancer Center facilities to hold the sources until they decay to a category 2 quantity. | think this poses
more of a risk than sending them directly back to the manufacturer that day.
Miic;ﬁ:gllilgo FRN, NSTS [When using form 749, there is a line requesting the quantity of the radioactive material. Transcriot
58.30 ’ ’ self Industrial licensees, |However, when using LVS online, there is no way to report the quantity of material being NSTS PY 10310212017 |ML17079A140
Applus RTD . s p65
USA Inc Q1 transferred. How does this affect the process of verifying through NSTS?
Christopher
Perry,
Radiation FRN, NSTS [We hold numerous licenses throughout the US. The majority of our monthly transfers, 10-| Transcriot
58.31 Safety self Industrial licensees, |15 per month, are internal transfers within the company from one location to another. LVS Pt 10310212017 |ML17079A140
. p64
Manager, Q1 Would we be required to use LVS?
Weatherford
International
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Is the NSTS secure from hacking by state sponsored actors? Consider that the previous
system whereby Agreement States kept paper records of radioactive sources was
New York Agreement FRN, NSTS impossible to hack into. If security were an issue, then the NSTS clearly is a step down Transcript
58.32 | Clayton Bradt | Department of | *'9 licensees, | P . ' Y : . vis a step Cred&SysArc Pt 10310212017 |ML17079A140
Health State Q2 from the previous method of tracking sources. That data is most secure which is not p67
collected. NRC has never explained why it needs the NSTS. The best improvement may
be to shut it down.
Richard Our company purchases new PC's/Lap Tops on 2-3 year intervals for each individual.
Karrmann, GE FRN, NSTS The security scripts on our coreload program do not cooperate well with the security Transcript
58.33 Inspection self Industrial Ilcerészees, scripts in the NSTS. It can be quite difficult to install the NSTS scripts on the new Cred&SysArc p68 03/02/2017|ML17079A140
Services computer each time.
Kelley
Richardt,
Regulatory and FRN, NSTS |We use NSTS, and find it cumbersome (ie every time you want to go the main menu, it Transcriot
58.34 QA manager, self Industrial licensees, |asks whether you really want to go back.) You have to go into the item detail to another NSTS 68 p 03/02/2017 |{ML17079A140
Source Q2 screen to obtain important information. p
Production and
Equipment C.
Douglas
Miskell, RSO, . FRN, It has been my experience that the manual LVS process can take anywhere from a few Transcript
58.35 Applus RTD self Industrial LVS, AS Q2 |hours to a few days. LvVS p72 03/02/2017 |ML17079A140
USA, Inc.
Kelley
Richardt,
Regulatory and . . . .
58.36 QA manager, self Industrial FRN, For industrial radiography, decayed sources are normally transferred to whoever LVS Trgnscnpt 03/02/2017 |ML17079A140
Source LVS, AS Q2 |manufactured the new source. webinar notes
Production and
Equipment C.
Gilberton We're a very, very, small quantity of Category 3, | don't even know how physical security
58.37 Greg Schrad, Power Industrial FR_N, would actually be applled_ on us. And if we have _to put any additional stgfﬂng, thaF would SA Transcript 03/02/2017 |ML17079A140
Plant Engineer Security, Q1 |be a huge burden for us if we had to do any staffing to help do any physical security p76
Company . \ )
requirements above and beyond what we're already doing.
Kelley
Richardt,
Regulatory and , . . . .
58.38 QA manager, self Industrial FR_N, | don't Ifnow yvhether Cat3 Ilcenslees know what the Part 37 requnrgments consist of, but SA Trgnscrlpt 03/02/2017 |ML17079A140
Source Security, Q1 [complying with Part 37 for some isolated Cat 3 sources would be difficult for us. webinar notes
Production and
Equipment C.
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For question 1: The question uses the word “quantities” and not “sources”, for example.
Pillsbu Does this question contemplate the transfer of individual sources each of which is .
59.01 Roland Winthrop gmw Industrial FRN, Category 3, or the transfer of sources which, in aggregate, exceed the Category 3 LVS Transcript 02/28/.201 7 ML17080A462
Backhaus R General, Q1 X A g - s p26 meeting1
Pittman LLP threshold? If the question contemplates aggregation, is the aggregation ‘per transfer’,
‘per billing cycle’, ‘per month’, or per some other period?
Rob O'Donel,
Rgilfe;t;}c/)n To clarify, if there was a shipment of six sources that were 500 millicuries, that would be
5902 Consultant, Sunt_rac Industrial FRN, 3,000 millicuries, so that's o aggregate is above the Cate_gory 3 threshold. _So you NSTS Transcript 02/28/_2017 ML17080A462
President Services General, Q1 wguld have'to do - you possibly would have to do the National Source Tracking System p27 meeting1
’ with one shipment?
Suntrac
Services
Rob O'Donel,
Radiation
Safety Suntrac FRN Transcript  |02/28/2017
59.03 Consultant, - Industrial ’ (continued from previous) so license verification yes, but NSTS, no? LvS . ML17080A462
. Services General, Q1 p27 meeting1
President,
Suntrac
Services
For question 2: It seems that any increase in safety and security would stem from the
Roland ' Pillsbury . FRN, fact th'at it would prevent the aggregatior? of RAM t.hat resulted from'the forging of hard Transcript  |02/28/2017
59.04 Backhaus Winthrop Shaw| Industrial General. Q1 copy licenses. How much of a problem is the forging of hard copy licenses to obtain SA webinar notes | meeting ML17080A462
Pittman LLP ’ potentially dangerous quantities of RAM? Does the NRC collect data on the number of
forgeries / attempted forgeries that occur in a particular period?
Rob O'Donel,
Radiation
5905 Coi:{ﬁtt;lnt, Sunt.rac Industrial FRN, Agree with the question or the statement, and that would less the burden on the LVS Transcript 02/28/.2017 ML17080A462
. Services General, Q3 |licensees. p30 meeting1
President,
Suntrac
Services
Gamaliel Can NRC define the manufacturer more clearly, please? For example, if a company is a .
59.06 Tprres., NSSI/Sources Industrial FRN, manufacturer and a distributor but not necessarily the manufacturer and distributor on the LVS Transoript 02/28/.201 7 ML17080A462
Radiological |& Services Inc. General, Q3 ) . ) L ” p31 meeting1
Manager sealed source device registry for that source, would that still fall in this category?
Gamaliel To provide more information without getting too specific, about 40 to 50% of our business
Torres, NSSI/Sources . FRN, is specifically for storage and disposal of radioactive material for a wide variety of Transcript |02/28/2017
59.07 Radiological |& Services Inc. Industrial General, Q3 |customers. And we are considered a manufacturer and distributor on our license, but LvS p32 meeting1 ML17080A462
Manager specifically for those sources.
University of Working in a medical facility, this will be a big burden on the licensee, specifically for the
Sandra Texas MD . FRN, HDR sources. It would probably be more impactful for the manufacturer or the vendor to Transcript |02/28/2017
59.08 Jimenez, RSO | Anderson Medical General, Q3 |handle this type of work, since in most cases they are handling some paper work for LvS p33 meeting1 ML17080A462
Cancer Center shipping. It just seems like it would go hand in hand.
For Question 3: Presumably, this concession is designed to lessen the license
Pillsbury verification burden to licensees transferring RAM to well-known companies with which .
59.09 B:(cz)ll(ir;is Winthrop Shaw| Industrial Ger::eF:::’ Q3 the transferor has had regular dealing. If so, should a similar concession apply to other LVS Tra;;gnpt Orilgziizr ML17080A462
Pittman LLP ’ well-known companies with which the transferor has had regular dealing but which might

not be a manufacturer or distributor?
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As for putting the burden on the manufacturer/distributor to be exclusively responsible for
William the transactions | would make the following comment. | would be concerned that any
Lorenzen, . FRN, inaccuracy around accountability may then fall on the Ilc'ensee whc? if not |nvolyed in the Transcript  |02/28/2017
59.10 RSO, Boston self Medical process would not have any knowledge or recourse. This sounds like a potential for the LVS . ML17080A462
! \ General, Q3 [ . ) L . . p35 meeting1
Children's licensee to be subject to possible enforcement for lost/missing/sources. If there is going
Hospital to be accountability and a licensee is going to be held accountable then the licensee
MUST be involved in all transactions.
1. I'want to be sure | understand this proposal: If a licensee ships individual devices
Rick Jacobi, containing, for example, a single 500 mCi Cs-137 source, then that licensee is not .
59.11 Jacobi self Medical FRN, required to report the shipment in the National Source Tracking System. But, if that LVS Transcript 02/28/.2017 ML17080A462
. General, Q3 | . ) ] . - p37 meeting1
Consulting licensee is warehousing a dozen of these devices for an aggregate of 5 Ci, then that
licensee would be required to implement a physical security system.
After analyzing reports, it appears that there is an issue with the licensee vetting and not
security of the Category 3 business sites. That is the issue that should be addressed.
Personally, | am in full support of increase the application requirements for Category 3
‘ _ FRN. s_ources. The KDHE is very dlllgent_ln vetting prot?e_ss and working closely with the‘ Transcript  |02/28/2017
59.12 Jerry Sullivan self Industrial licensee to ensure safety and security for these minimal user/owners. By them saying SA . ML17080A462
General, Q3 . ) . - p39 meeting1
Category 3 and forcing those to a Category 2 license, you will only eliminate small
businesses who cannot afford the additional financial burdens of extra security. A
Category 2 license appears to only have additional security requirements and still does
not address the issue of the requirement.
Roland Pillsbury FRN How many Category 3 sources are currently regulated by either the NRC or the Transcript |02/28/2017
59.13 Winthrop Shaw|  Industrial : y tategory yreg 4 NSTS p 2" IML17080A462
Backhaus ) NSTS, Q1 |Agreement States? p42 meeting1
Pittman LLP
Gamaliel In our experience with NSTS, there's a lot of back and forth to correct the inventory. And
Torres, | NSSW/Sources . FRN, ur experienc > \c fortr et - Transcript |02/28/2017
59.14 ) h ) Industrial so if we are adding a multitude of more sources, we just think that's going to multiply, and NSTS . ML17080A462
Radiological |& Services Inc. NSTS, Q1 \ ) ) p43 meeting1
so, yes, that 's our rationale for our answer to decline on that.
Manager
Gamaliel
Torres, NSSI/Sources . FRN, There's a lot of back and forth because - especially since we're not the only one inputting Transcript |02/28/2017
5915 Radiological |& Services Inc. Industrial NSTS, Q1 |the information into NSTS. DOE or other people are going into our inventory. NSTS p43 meeting1 ML17080A462
Manager
William
Lorenzen, FRN They should NOT be included. No justification on how this would improve security. No Transcript |02/28/2017
59.16 | RSO, Boston self Medical : ey shou cluced. No J on IS would Imp eunty. NSTS P <9 IML17080A462
Children's NSTS, Q1 |history of issues regarding licensee accountability; large financial burden on licensee. p44 meeting1
Hospital
John
Hageman,
RSO, . FRN, Q.2. For transfer or disposal of multiple sources, the process should be expedited by Transcript |02/28/2017
5917 Southwest self Industrial NSTS, Q2 |using a batch entry method. NSTS webinar notes| meeting1 ML17080A462
Research
Institute
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For general licensees, if the distributor distributes a device to a general licensee, it is
. . Jacobi . FRN, required to report that distribution on a quarterly basis on Form 653 or equivalent. So Transcript |02/28/2017
59.18 Rick Jacobi Consulting Industrial NSTS, Q3 [this new distribution or tracking system -- reporting system would simply require them to GLDs p46 meeting1 ML17080A462
that more frequently? Is that -- or additional reporting, twice often as the 653 form?
Roland Pillsbury FRN Suggest to the panel or to the phone folks that it might be that someone who has a follow Transcript |02/28/2017
59.19 Winthrop Shaw|  Industrial : ggest p P LIt might NSTS P 2" [ IML17080A462
Backhaus Pittman LLP NSTS, Q3 |up question to remarks made by Duncan White following Q3 p48 meeting1
Sylvia Revell,
RSO,
University of . FRN, . ) Transcript |02/28/2017
?
59.20 Texas self Medical NSTS, Q3 How would you propose to capture that information? NSTS p49 meeting ML17080A462
Southwestern
Medical Center
Pillsbury Follow-up question for Q1 and Q3, If a specific licensee for example is transferring
59.21 Roland Winthrop Shaw|  Industrial FRN, Categpry_ 4 quantity material tg some whp_ ha_s a - that's ge_nerally licensed, how can that NSTS Transcript 02/28/_2017 ML17080A462
Backhaus ) NSTS, Q3 [specific licensee through the license verification or otherwise, know how much that p50 meeting1
Pittman LLP
transfer had?
Comment about possible more lenient reporting period for Category 3 transfers. If
Pillsbury tracking Category 3 is important, then track it. If it's not important then stop tracking .
59.22 BE((:)Il(ir;?Js Winthrop Shaw| Industrial L\';SRNEJZ Category 3. But it seems that a problem is introduced by having a lenient reporting LVS Tran;grlpt Orznggiim17 ML17080A462
Pittman LLP ’ period during which additional transfers could be made against the licensee. In the long p 9
run, I'm not sure of the benefits.
59.23 Rick Jacobi Jacopl Industrial FRN, Gen'erally, | think thel LVS \_/vould be a_n mprovement_ in the license verification process. | LVS Transcript 02/28/_2017 ML17080A462
Consulting LVS, Q2 [don't see any downside to implementing it as a requirement. p59 meeting1
The quantities for the monthly, it could be anywhere - pertaining to our company - from .
59.24 | Carlos Rincon NSSI/Sources Industrial FRN, 10 to 30 items going or coming into our facility. And it would be from licensee to LVS Transcript 02/28/.2017 ML17080A462
& Services Inc. LvVS, Q2 |. » . p60 meeting1
licensee; it wouldn't be to a manufacturer.
Gamaliel . . . . .
Rarely use LVS. Only used LVS when making large shipments to disposal site, which .
59.25 T(l)rres‘, NSSI/Sources Industrial FRN, WCS, but setting the limits to Category 3 threshold would require us to use it at a Cred&SysArc Transcript 02/28/.2017 ML17080A462
Radiological |& Services Inc. LVS, Q4 . ) p63 meeting1
definitely much more frequent interval.
Manager
Gamaliel Used the LVS manual verification the fist time last year. Nothing online yet. But NSSl is
59.26 T(l)rres‘, NSSI/Sources Industrial FRN, approved with the NSTS; have the PIN and token, so it would just be another permission | Cred&SysArc Transcript 02/28/.2017 ML17080A462
Radiological |& Services Inc. LVS, Q4 . p63 meeting1
to request. So NSSI would use LVS online.
Manager
. FRN, NSTS (It seems that anytime | can do something electronically, its much easier and much more .
59.27 Rick Jacobi C;:;?I?i; Industrial licensees, [efficient for me. And the questions you have about using email or fax or postal service, is| Cred&SysArc Tranggnpt Or2r1/§2t/ii0117 ML17080A462
9 Q1 NRC pushing back going to electronic reporting? It seems to be the prudent thing. p 9
Do not have experience with NSTS, but when you transfer specifically license material to
Jacobi FRN, NSTS another person, you have to verify that they're licensed to receive it early on. If there was Transcript |02/28/2017
59.28 | Rick Jacobi : Industrial | licensees, person, you hav ‘hat they . y on. Cred&SysArc p 97 FML17080A462
Consulting Q1 a database, an electronic system, it just seems that it would be more efficient and much p69 meeting1
more reliable. And not understand why anyone would object to electronic reporting.
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. It seems easy to verify inventory is it doesn't change, online, super simple. But if you do
Gamaliel FRN, NSTS [have changes - and people were doing it incorrectly - if your inventory does change from
Torres, | NSSI/Sources . ~h, 96 peop 9 rectly -1 your Ir y does chang Transcript |02/28/2017
59.29 . h : Industrial licensees, |year to year, in Category 1, Category 2, you still have to print it out and will still have to NSTS . ML17080A462
Radiological |& Services Inc. ) ; h . } p70 meeting1
Q1 submit the changes by other means, not necessarily online. So it seems if someone has
Manager . . )
a large number of transactions, online may not be the best way submit or track changes.
University of Used NSTS for the annual verification, but there is still an option to use the email or fax.
Sandra Texas I\;D FRN, NSTS |And tend to go with the email, even though I've gone on line and submitted that way. But Transcriot  |02/28/2017
59.30 . i Medical licensees, [tend to still use the email, for some reason, don't know why. So maybe it because the NSTS P . ML17080A462
Jimenez, RSO| Anderson L . . . ) \ p70 meeting1
Q1 option is still there and people are more comfortable with using the email option. It's
Cancer Center casior
) One of the unintended consequences of greatly increasing the number of interactions
Pillsbury FRN, NSTS | . ) - ; - . .
Roland . . . with the system is that licensees will credential more people and it could be that sheer Transcript |02/28/2017
59.31 Winthrop Shaw| Industrial licensees, |. ) Lo e Cred&SysArc . ML17080A462
Backhaus ) increase of users could muddy the information in the system. Create more difficulties, p71 meeting1
Pittman LLP Q1
more problems.
Agree, no. This is for those that already have Category 1 and Category 2, they already
University of had the administrative burden on them as well as the cost for maintaining these systems
Sandra Texas, MD . FRN, as well as security that also has to be included, working with the local PD. Now adding Transcript |02/28/2017
5932 Jimenez, RSO| Anderson Medical Security, Q1 |an additional category will also add more financial burden and more administrative SA p81 meeting1 ML17080A462
Cancer Center burden. Don't know of any past Category 3 type of emergencies that would require such
security safeguards in place.
i i There's already some security involvement with the sources in general. Now if you want
University of to be more specific in terms of how you want those sources secured without having to
5933 | Sandra Texas, MD Medical FRN, 1add all the additional security requirements in place for Category 1 and 2, that might be SA Transcript 02/28/2017\\y 47080p462
Jimenez, RSO| Anderson Security, Q1 . ; . p82 meeting1
Cancer Center an option to look into. So | know you specifically state how they have to be secured, other
than it has to be secured. That's some additional comments that could be made for that.
My facility is quite large, so we have both medical and research type Cat1 and 2 already
University of in place, so this would be more of an issue for clinical areas, and added T&R, which is
Sandra Texas, MD . FRN, already a full time job for most people. Luckily we have HR that do help us out, but for a Transcript |02/28/2017
5934 Jimenez, RSO| Anderson Medical Security, Q1 |lot of other smaller institutions, it's the RSO that's having to help with this type of security SA p83 meeting1 ML17080A462
Cancer Center process. We would have a much larger number of people to process and we already
have a large program in place.
Asked earlier if you had a device with 500 millicuries of Cs-137 per device, but you had
5935 Rick Jacobi JaCOb.I Industrial FRN, 10-12 (?f these devices, so that you're nf)w excee(.jlng Category 3 threshold. | asked SA Transcript 02/28/.2017 ML17080A462
Consulting Security, Q1 |earlier if you would have to have a physical security program, and | thought the answer p85 meeting1
earlier was no, although | think the rules of the proposal the answer should be yes.
Misunderstood you earlier. Follow up question. If you have a license authorizing 10
. ) Jacobi . FRN, devices containing 500 millicuries of Cs-127, but you only actually possess 2 of them Transcript |02/28/2017
5936 Rick Jacobi Consulting Industrial Security, Q1 |which is less than a Category 3 quantity. Are the requirements based on license SA p85 meeting1 ML17080A462
po ion limits or on actual possession of material?
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Work a lot in the oil and gas industry in Texas. Companies that distribute devices used in
industry, metering devices, for instance, may have an individual device that only has 200-
300 millicuries of Cs-137 in it. But the distributor at his location might have a warehouse
where there is nine, ten or twelve of these sitting ready to be distributed, either imported
or exported, or distributed domestically. And so he would exceed in Category 3 in
. aggregate, but once he sold them - that goes to the general licensee. The general .
59.37 Rick Jacobi JaCOb.I Industrial FRN’ licensee might also possess you know 15 or 20 of those devices. Some would be sunk SA Transcript 02/28/.2017 ML17080A462
Consulting Security, Q1 |. ; - . p89 meeting1
in the Gulf of Mexico, some would be in pipelines offshore, and some would be in
warehouses, so that they would be distributed and not aggregated all in one place. But it
would be easy, and | think it would be common for general licensees to have Category 3
quantities. That they actually possess Category 3 in aggregate, even though the
individual device is low. And then the distributor would certainly exceed a Category 3
quantity. There are commercial implications of this proposal.
. Understand that they currently don't have physical security requirements. Appreciate the .
59.38 Rick Jacobi JaCOb.I Industrial FR.N’ comments that the physical security requirements would be more or less what's targeted SA Transcript 02/28/.2017 ML17080A462
Consulting Security, Q1 - ) p91 meeting1
for Category 1 and Category 2, based on these discussions.
Rob O'Donel,
Radiation
Safety If this goes through, Category 3 not only as a single sources, but as aggregate at a .
59.39 Consultant, Ss:r::::aecs Industrial Sec'l:::tN ’ Q1 facility. If the facility secures the sources similar to the increased controls requirements, SA Tran;cz:npt Oriﬁit/iim: ML17080A462
President, ¥, they would secure all of their sources would they be exempt from Part 377 p 9
Suntrac
Services
Rob O Dpnel, If you could clearly explain aggregation. MD Anderson said that their facility would be
Radiation . ) .
Safety |ncregs'|ng'the number of p.e.o.ple that go through the T&R". By putting Category 3 '
5940 Consultant, Sunt_rac Industrial FR_N, quantlltles into Part 37 - facilities that are currently not doing T&R and have no idea what SA Transcript 02/28/_2017 ML17080A462
President Services Security, Q1 [T&R is --- and some of these facilities are large, maybe upwards of 8000 people that p93 meeting1
’ have access basis and unescorted access to these sources - mainly fixed gauges in the
Suntrac S . . Lo
. petrochemical industry. So it would be a huge impact to those facilities.
Services
Heard three different elements in response to Mr. Jacobi's question regarding the extent
Pillsbury to which oil and gas industry, for example, would need to comply with Part 37. Think | .
59.41 B:(c:)liir;is Winthrop Shaw| Industrial Sec'L:J':tN’ Q1 heard that the license must authorize for that Category 3 threshold, the licensee must be SA Tran;:npt Orifit/iim: ML17080A462
Pittman LLP ¥, licensed for some greater number than the Category 3 threshold, and material p 9
possessed must be collocated in such a way that no aggregation could occur.
Tracerco Comment transcends both 1 and 2. Leaning towards letting the regs stand as they are.
5942 Monty Pope Johnson Industrial FRN, Thalt will have z? S|gn|f|gant |mp_act_9n u_s commerglally and opera_tlonally, a?nd I'm _stll! SA Transcript 02/28/_2017 ML17080A462
Matthev Inc Security, Q2 [having a hard time seeing the justification for upping it, and the risk associated with it p98 meeting1
Y inc. versus significant costs
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Reinforce what Mr. Pope just said. The severe commercial implications of requiring
generally licensed companies to become specifically licensed for the same devices.
Going back to the oil and gas industry, when distributors in Texas and elsewhere are
. . Jacobi . FRN, distributing devices to companies like Chevron or Exxon that may have huge quantities Transcript |02/28/2017
5943 Rick Jacobi Consulting Industrial Security, Q2 |of these devices that, in aggregate, probably exceed Category 3 quantities. If you went GLDs p98 meeting1 ML17080A462
to those companies and said, now you have specific devices that are subject to a safety
plan, and on, and on, and on, these companies would be surprised and probably look at
other ways to do gauging and metering and monitoring.
Currently distributors have to report their distribution in Texas, and in some cases,
; depending on the quantity of the device, general licensees have to file general license )
59.44 Rick Jacobi JaCOb.l Industrial FR.N’ acknowledgements in Agreement States or others, perhaps the NRC as well. Maybe GLDs Transcript 02/28/.2017 ML17080A462
Consulting Security, Q2 o - - p99 meeting1
even those reports could be beefed up a bit instead of requiring a special license.
Requiring a special license would be extremely expensive and not well received.
50.45 Rick Jacobi Jacopl Industrial FR_N, With the‘general licensee, if distribution reports could be done electronically, that would GLDs Transcript 02/28/_2017 ML17080A462
Consulting Security, Q2 |help business p100 meeting1
How is it that a specific license to a manufacturer or distributor can verify quantities that
company which hold the device generally. Why can't the distributor determine the amount
Pillsbury of material his customer, the general licensee has. Large companies with some large .
59.46 Roland Winthrop Shaw| Industrial FR.N’ number of generally licensed devices don't have as stringent safety standards as GLDs Transcript 02/28/.201 7 ML17080A462
Backhaus ) Security, Q2 - . . e . " ) p100 meeting1
Pittman LLP specifically licensed device. How can a specific licensee verify quantities that his
customers would have, when that customer has sources and an additional transfer might
have them go over Category 3 quantities.
Jeff Pettigrew, FRN Wouldn't the LVS prevent the sting? I'm referencing the GAO sting on Texas, etc. OK, | Transcript |02/28/2017
60.01 | Weatherford self Industrial : > VS B 9° d g » 8te- D%, LVS P 2917 \ML17080A472
. General, Q2 [am referencing the altered paper license. p23 meeting2
International
Jeff Pettigrew, FRN Does NRC currently have proper funding to audit within 24 hrs the transfer of Cat 1 or Transcript [02/28/2017
60.02 | Weatherford self Industrial : ¥ have prop 9 NSTS P 917 \ML17080A472
. NSTS, Q1 [Cat 2 sources? p28 meeting2
International
Jeff Pettigrew, FRN Does NRC currently have proper funding to audit within 24 hours the transfer of Category Transcriot  |02/28/2017
60.03 Weatherford self Industrial ’ 1 or Category 2 sources? If not, what is the purpose of needing this information if it can't NSTS P . ML17080A472
. NSTS, Q4 p31 meeting2
International be acted upon?
Jeff Pettigrew, FRN How is the NSTS system secured from hacking considering what happened to the OPM? Transcript |02/28/2017
60.04 | Weatherford self Industrial : / ¥ 9 '9 pp “| Cred&sysArc P 07 M ML17080A472
International LVS, Q1 |Having all the data in one place makes NSTS a more desirable target to bad actors. p35 meeting2
Jeff Pettigrew, FRN, NSTS .
60.05 | Weatherford self Industrial | licensees, |[Would LVS be available for export licensing under Part 110? LVS Transcript |02/28/2017\\y 476805472
. pé1 meeting2
International Q1
Jeff Pettigrew, FRN Would NSTS source tracking be required when dispatching to temporary job sites such Transcript |02/28/2017
60.06 | Weatherford self Industrial ’ . . Ing be req patehing porary J NSTS P 917 \ML17080A472
. LVS, AS Q4 |as in well logging and radiography? pa47 meeting2
International
Jeff Pettigrew, FRN Would a oilfield yard with pumping units each having a GLD slurry gauge attached, be Transcript |02/28/2017
60.07 | Weatherford self Industrial o ) yard with pumping nd Yy gaug : GLDs P 917 \ML17080A472
International Security, Q2 [subject to the aggregation rule, when each gauge is secured to each truck? p54 meeting2
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My comments are coming from a background related to the use of gauging devices used
. in heavy industry, many of which are generally licensed. The GAO audit referenced in the
A. LaMastra Health Physics Federal Register Notice addressed obtaining a license, not the diversion of devices from
61.01 ’ " | Associates, Industrial General a Registe ) 9 ’ e GLDs Letter 03/06/2017 |ML17096A265
CHP an existing legitimate licensee. There appears to be a problem within the NRC, rather
Inc. . - . . ) .
that with a legitimate licensee. The failure of a licensing agency to do what they are
supposed to do should not result in burdensome requirements on licensees.
. In general, there is a lack of awareness of the widespread use of radioactive sources in
A. LaMastra Health Physics auging devices by the general public; It would behoove the NRC and the agreement
61.02 : > | Associates, | Industrial | General |92u9Ngcevicesbytheg public; ¢ e ag GLDs Letter  |03/06/2017|ML17096A265
CHP Inc states to maintain this low level of awareness on the part of the public in order to reduce
) the potential for diversion of these devices for malevolent purposes.
Another general comment is that most gauging devices are not that easy to remove from
A. LaMastra Health Physics the gauge frame or their installation, removal will usually cause someone to notice that
61.03 ' CHP " | Associates, Industrial General |the gauge is not doing what it is supposed to do, in many cases, an attempt to removal GLDs Letter 03/06/2017 |ML17096A265
Inc. will alert nearby personnel of a potential "safety" hazard, and the installations are typically
"controlled" areas in which an "outsider" would be confronted, if only for safety reasons.
. In general, there should be minimal economic impact on transferors validating that a
A. LaMastra Health Physics transferee is licensed to receive a Category 3 source. This is actually a requirement in
61.04 CHP Asstl):(l:ates, Industrial General Part 30 for specifically licensed sources and should not be that much of a hardship for GLDs Letter 03/06/2017|ML17096A265
) generally licensed devices.
There also should not be that much of an economic impact for requiring Category 3
. sources to be included in the NSTS, provided the NRC finds that this is necessary. As
A. LaMastra Health Physics stated in the first paragraph, gauging devices are probably of a low risk of diversion. In
61.05 | ™ > | Associates, | Industrial | General paragrapn, gauging probably . : NSTS Letter  |03/06/2017 |ML17096A265
CHP Inc the case of generally licensed Category 3 sources, they are currently required to be
’ registered with the NRC or an agreement state under Part 31.5(c)(13)(i), so registering in
NSTS should not be much of a problem.
While this may be an easy task for a manufacturer, it is not that easy for a licensee,
. especially a GL attempting to dispose of a source. The NRC's databases are not very
A. LaMastra Health Physics FRN "user friendly." There should be an easier way for Category 3, e.g., receiving a current
61.06 : ' | Associates, | Industrial ' Y. There T way gory 3, €.g., 'ng LVS Letter  |03/06/2017 |ML17096A265
CHP Inc General, Q1 |copy of the broker's license or a declaration that they are licensed to receive the sources.
: In the case of a transfer to a non-disposal licensee, a copy of new licensee's license and
a call to the licensing agency to verify the license authorization should suffice.
A LaMastra Health Physics ERN There may be an increase in security, however, as explained in 1 above, for a licensee, it
61.07 : CHP ! Associates, Industrial General’ Q2 can be difficult to work through the NRC's database. | cannot see where there would be SA Letter 03/06/2017 |ML17096A265
Inc. ’ any increase in safety requiring your proposal versus what | have suggested.
Health Physics
6108 | ALaMasta | \ocociates, | Industrial FRN, _Ives. But also include licensed disposal brokers. LVS Letter  |03/06/2017 |ML17096A265
CHP Inc General, Q3
Health Physics
61.00 | ALaMasta |\ ocociates, | Industrial FRN,  ISee 1 above. LVS Letter  |03/06/2017 |ML17096A265
CHP Inc General, Q4
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The NSTS system is relatively easy to deal with for someone such as a RSO for a
specific licensee; however, it can be confusing for a GL, in terms of registering. Does the
A LaMastra Health Physics FRN NRC have any data to show that Category 3 sources would cause real harm if diverted,
61.10 ’ " | Associates, Industrial ’ other than psychological panic if used in a "dirty bomb?" The real hazard is the explosion. SA Letter 03/06/2017 |ML17096A265
CHP NSTS, Q1 .
Inc. In terms of a gauge sealed source capsule, has the NRC tried to blow up a sealed
source device? Was the capsule blown apart, releasing the radioactive material, or just
ejected out of the housing.
No. We are dealing with much smaller and less dangerous sources. Additionally, in many
A LaMastra Health Physics FRN gauge facilities, especially those that are GL, you are dealing with a real lack of radiation
61.11 ’ " | Associates, Industrial ’ safety knowledgeable personnel. If you want to require 20.2207(f), then require the GLDs Letter 03/06/2017 |ML17096A265
CHP NSTS, Q2 . ) .
Inc. transferor to perform the registration for the GL and even for a small specific licensee
with a few Category 3 gauges.
If you do decide to require this for Category 2 sources, the transferor should bear the
. responsibility, especially in the case of a new licensee. An alternative would be to have a
A. LaMastra Health I?hysu:s . FRN representative of the licensing agency work with the licensee to perform the registration.
61.12 ! Associates, Industrial ? . . X . o o NSTS Letter 03/06/2017 |ML17096A265
CHP Inc NSTS, Q3 |From personal experience, some licensing agencies have been remiss in notifying the
’ NSTS of a new license in a timely manner. If the licensing agencies cannot get their act
together, should you really expect more from licensees?
Health Physics
6113 | & Lgﬁftra’ ASS(I):(i:ates, Industrial NSFTRS'?"Q 4 |No comments. NSTS Letter  |03/06/2017 |ML17096A265
Health Physics
6114 | M Lgﬁftra’ ASS(I):(i:ates, Industrial NS'iI'Fg?LQS No comments. NSTS Letter  |03/06/2017 |ML17096A265
The NRC has a poor response time in granting licenses, often 3 months or more. If you
’ add Category 3 sources, how will this affect license verification? You are likely to delay
A. LaMastra, Health Ehysms . FRN, the transfer and use of needed devices, especially if you add the license approval time to
6115 CHP ASS?CIateS’ Industrial LVS, Q1 |the license verification time, it could seriously delay the installation of needed gauges. If | LvS Letter 03/06/2017|ML17096A265
ne. go to a licensed gun dealer and buy a gun, it takes minutes to an hour to get verification
from the FBI. Perhaps the NRC should learn from the FBI.
A. LaMastra Health Physics FRN In terms of Category 3 sources, 4 per year. Typically, 1 per year from a manufacturer,
61.16 ’ | Associates, Industrial ! Con ’ ! ’ LvS Letter 03/06/2017 |ML17096A265
CHP Inc. LVS, Q2 [and three per year to a broker for disposal.
Health Physics
6147 | & Lgﬁis"a' Associates, | Industrial L\';SRNdS No. This should also include licensed disposal brokers. LVS Letter  [03/06/2017 |ML17096A265
Inc. ’
Health Physics
6118 | Lgﬁis"a' ASS(I):(i:ates, Industrial LCSNé 4 [See 1above. LVS Letter  |03/06/2017 |ML17096A265
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No it doesn't. | got a client credentialed in one day. However, as indicated in 1 under the
A Lot |1 PP | R, ST (St uesions ol eraon s your st cpatie o vl e e
61.19 ! Associates, Industrial licensees, . L . Cred&SysArc Letter 03/06/2017 |ML17096A265
CHP Inc Q1 possessed by NRC and agreement state licensees? If it is taking a month to get
’ credentialed for Category 1 and 2, it is likely the system will be swamped with Category
3.
A LaMastra Health Physics FRN, NSTS
61.20 : CHP ! Associates, Industrial licensees, [No problems. NSTS Letter 03/06/2017 |ML17096A265
Inc. Q2
A. LaMastra Health I?hysics . FRN No. Has the NRC been able to justify that there is a real hazard from diverted Category 3
61.21 ! Associates, Industrial o SA Letter 03/06/2017 |ML17096A265
CHP Inc. Security, Q1 [sources?
Yes. This should have been done years ago. However, the limit should be at Category 2,
or at a level well above the activities in commonly used gauging devices. Again, there are
. a multitude of gauging sources that would meet the Category 3 limits, either singly or
A. LaMastra Health Physics FRN aggregated, which have been used safely and without any security incidents over the
61.22 ! Associates, Industrial o i . N . . SA Letter 03/06/2017 |ML17096A265
CHP Inc Security, Q2 |years. The cost in terms of both time and money to force these GL's to become specific
’ licensees (license costs, personnel costs in terms of license application preparation,
survey meter purchases, training, lost time due to inspections, etc.) all come with no real
increase in safety or security to the public. Thus, the cost-benefit ratio is astronomical.
| believe the Canadian government ran some tests a few years ago in which
A. LaMastra Health Physics ERN sources/devices containing source were deliberately blown up. If | remember correctly,
61.23 ' CHP " | Associates, Industrial Security’ Q2 the extent of the contamination was minimal. Has the NRC ever tried to reproduce these SA Letter 03/06/2017 |ML17096A265
Inc. ’ tests, and if not, why not? Instead of further burdening the regulated community without
any proof of real hazards, the NRC should show the hazard is real.
It is doubtful the NRC will ever modify it's linear non-threshold and ALARA philosophy
A. LaMastra Health Physics even though there is increasing scientific thought that they are not in the best interests of
61.24 ’ CHP * | Associates, Industrial General |society; forcing the wasteful expenditure of scarce resources for a minimal hazard. This SA Letter 03/06/2017 |ML17096A265
Inc. should not be another process in which over-reaction, and the resultant wasting of limited
financial and personnel resources are expended without showing there is a real problem.
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