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The following are my comments on the Category 3 source questions as requested in the
Federal Register notice.

Sincerely,

Linda Kroger, MS



Summary Position

There would be little improvement in safety and security by including Category 3 sources in the security
requirements of 10 CFR 37 but there would however, be increased administrative and operational costs
that would add complications related to the management of such sources.

General Questions Related to License Verification

1. Should the current methods for verification of licenses prior to transferring Category 3
quantities of radioactive material listed in 10 CFR 30.41(d)(1)-(5), 10 CFR 40.51(d)(1)-(5), and
10 CFR 70.42(d)(1)-(5) be changed such that only the methods prescribed in 10 CFR 37.71 are
allowed?
No, the current regulations are sufficient. The vast majority of such sources are transferred
from the manufacturer to and from licensees where the source is used and subsequently
returned to the manufacturer. These transactions are between organizations with an
established business relation for understood purposes.

2. Would there be an increase in safety and/or security if the regulations were changed to only
allow license verification through the NRC's License Verification System (LVS) or the
transferee's license issuing authority for transfers of Category 3 quantities of radioactive
material? If so, how much of an increase would there be?

For routine transactions replacing radioactive sources, such as those in medicine, such transfers
are between licensees with an extended relationship. Such a change would increase the cost of
source replacements and transfers with a limited or non-existent increase in safety and/or
security.

3. If the NRC changed the regulations to limit license verification only through the LVS or the
transferee’s license issuing authority for transfers of Category 3 quantities of radioactive
material, should licensees transferring Category 3 quantities to manufacturers and
distributors be excepted from the limitation?

Licensees returning sources to manufacturers and distributors should be exempt from the
requirement to verify licenses through the LVS or license issuing authority. Sources are usually
returned as part of a source replacement transaction. A requirement for LVS verification would
add unnecessary work and delay with no improvement in safety or security.

4. Is there anything else we should consider when evaluating different methods of license
verification prior to transferring Category 3 quantities of radioactive material?
Any change to the regulations governing Category 3 sources should provide consideration to
source replacement programs for known licensees with established relationships. The same
end result as the proposed rule could be achieved by implementation of more rigorous
pre-licensing review and dedicating adequate resources for inspection and enforcement
to ensure licensee compliance with existing requirements without increasing the
regulatory burden on licensees.



General Questions Related to the NSTS

1. Should Category 3 sources be included in the NSTS? Please provide a rationale for your
answer.
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 annual transactions with minimal safety and
security improvements. Medical facilities performing *2Ir High Dose Rate Brachytherapy (HDR)
have sources that are exchanged approximately four times a 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.

2. If Category 3 sources are included in the NSTS, should the NRC consider imposing the same
reporting requirements currently required for Category 1 and 2 sources (10 CFR 20.2207(f))?
If Category 3 sources were to be included in NSTS, inventory verification would be required.
However, since many of these sources are short-lived replacement sources, it would require
routine changes to the inventory leading to an increase administrative burden to NSTS and
licensee staff with little or no safety and security benefit.

3. Should the NRC consider alternatives to the current NSTS reporting requirements for Category
1 and 2 sources to increase the immediacy of information availability, such as requiring the
source transfers to be reported prior to, or on the same day as, the source shipment date?

A requirement for ‘immediate’ reporting for Category 1 and 2 source transfers within 24 hours
would seem reasonable. Same day would likely create an extensive administrative burden on
licensees with little or no safety and security benefit. Since many of these sources are
preplanned exchanges, NRC should consider prior reporting of the shipments to the regulatory
authority as sufficient.

4. Would there be an increase in safety and/or security if the regulations were changed to
include Category 3 sources in the NSTS? If so, how much of an increase would there be?
Any increase in safety and/or security would be minimal if it exists at all.

5. Is there anything else we should consider as part of our evaluation of including Category 3
sources in the NSTS?
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 of the control of such
sources. Inclusion should be based on a net increase in safety and security with system design
considerations given to the additional recordkeeping 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.



Specific Questions for Licensees Related to License Verification

1. It currently takes approximately one month to get credentialed to access the LVS. If you
currently do not have online access to LVS, and NRC establishes new requirements for license
verification involving Category 3 quantities of radioactive material, would you be inclined to
sign up for online access, or would you use alternative methods for license verification such as
emailing the NRC Form 748 “Manual License Verification Report” to the LVS Help Desk or
calling the license-issuing regulatory authority directly?

Many licensees would have limited need to sign-up for the LVS as most transactions are the
return of sources to a manufacturer which should be an exception to the verification process.
Due to infrequent use, many licensees would likely prefer an option of emailing a verification
request. For those more technologically capable, online access should be easy to request and
simple to use when necessary.

2. Approximately how many transfers involving Category 3 quantities of radioactive material do
you do monthly? What percentage involves transfers directly to/from a manufacturer?
Medical licensees with HDR sources and radiography companies could expect to exchange four
sources per year that are received from and returned to the sealed source manufacturer.

3. Should license verification be required when transferring to an established manufacturer?
No, that will add work and delay with no benefit. If the manufacturer shipped a new source to a
licensee with a source return packet, it is reasonable to assume the manufacturer is still licensed
to receive the old source. Rechecking their license with 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.

4. Do you have online access to LVS? If so, have you experienced any issues with the LVS? Do you
have any recommendations on how to improve LVS?
No. But | have had nothing but trouble getting online access to the NSTS system so | would
anticipate issues with the LVS system as well.

Specific Questions for Licensees Related to the NSTS

1. It currently takes approximately one month to get credentialed to access the NSTS. If you
currently do not have online access to the NSTS and NRC establishes new requirements for the
tracking of Category 3 sources in the NSTS, would you be inclined to sign up for online access
or would you use alternative methods for NSTS reporting such as emailing or faxing the NRC
Form 748 “National Source Tracking Transaction Report” to the NSTS Help Desk?

As stated above, | have had nothing but trouble getting online access to the NSTS system due to
firewall issues. The help desk has not been able to resolve the problem. | would use the e-mail
method.



Do you have online access to the NSTS? If so, have you experienced any issues with the NSTS?
Do you have any recommendations on how to improve the NSTS?

No. Yes. See above. On my last call with the NSTS help desk in December 2016, after receiving
an e-mail from NSTS reminding me | had online access and that my annual reporting information
would be coming soon, they acknowledged that the e-mail went out to everyone - even those
like me who they know don’t have access. So if they can’t even get their e-mails to go out
correctly to the 1200 licensees that have Category 1 and 2 sources, how are they going to be
able to deal with 5000 licensees if Category 3 sources are added?

Other Questions

1.

Should physical security requirements for Category 1 and 2 quantities of radioactive material
be expanded to include Category 3 quantities?

The physical security requirements for High Dose Rate Brachytherapy could complicate patient
care with little if any safety and security benefit. HDR patient therapy is already complicated
and very stressful for the patient as this treatment places high dose rate sources in contact with
the patient. Adding Category 1 and 2 security requirements would be a burden on the medical
and operational needs of HDR radiation therapy.

Some Category 3 sources are covered under a general license (10 CFR 31.5). Should the NRC
consider establishing maximum quantities in general licensed devices, thereby reserving
authorization to possess Category 1, 2, and 3 quantities of radioactive material to specific
licensees?

It would be reasonable for Category 3 quantities of radioactive materials to require a specific
license.



