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ATTN: Rulemaking Adjudications Staff

Subject: Minnesota's Comments on Docket ID NRC-2008-0272

The Minnesota Department of Health (MDH) wishes to comment on the proposed rulemaking to
limit the quantity of byproduct material in generally licensed devices. From a health and security
perspective, limiting the quantity allowed in a generally licensed device is long overdue.
Therefore, MDH supports the proposed change that would require specific licenses for devices
containing quantities greater than 1 / 10th of the Category 3 limit.

The proposed rulemaking would require six percent of Minnesota's registered general licensees
to obtain a specific license. Reducing the limit to Category 4 levels would generate ten times
that amount of specific licenses. However, it is conceivable that the aggregate could exceed
Category 3 quantities for Americium-241 because 21 percent of the registered general licensees
have devices contain 150 millicuries of Americium-241, which is very close to the 1/10h of
Category 3 limit. Based on the-general licensed devices in Minnesota, it would appear to be less
likely for a general licensee to exceed the Category 3 quantities by aggregation of devices
containing Cesium- 137.

MDH disagrees with changing the requirements for generally licensed devices held by specific
licensees. Minnesota's specific licensees are encouraged to add generally licensed devices to
their licenses; however, the proposed change unfairly burdens s'?ecific licensees and creates a
significant impact on NRC and Agreement State licensing staff. Equally as important, the
change contradicts the assertion that the limits on quantities for generally licensed devices will
adequately address concerns regarding health and security.

MDH has concerns regarding the proposed Compatibility Categories for 10 CFR 31. Based on
the proposals, it would appear that the NRC has focused on allowing Agreement States to deviate
from the existing rule rather than developing a more uniformly applicable regulation.
Specifically, many Agreement States have believe that 10 CFR 31.5(a) should not apply to

The language in the Federal Register does not indicate whether the rule would require all devices or only the

generally licensed devices containing the 16 isotopes to be incorporated in specific licenses. MDH considers it
unreasonable to require specific licensees to include all generally licensed devices.
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portable devices (e.g., x-ray fluorescent analyzers). Consequently, in an attempt to track the use
and to reduce the risk of devices containing radioactive material, those Agreement States have
mandated that companies obtain a specific license and use only appropriately licensed devices.
The problem with changing the Compatibility Category is that it could allow 36 different
requirements. The variations make compliance extremely difficult for any company that does
not confine its activities to NRC jurisdiction or a particular Agreement State. Therefore, MDH
disagrees with the proposed Compatibility Category change and suggests amending 10 CFR
31.5(a) to exclude portable devices.

MDH disagrees with changing the Compatibility Category for 10 CFR 31.6. If the rulemaking to
limit the quantity of byproduct material in generally licensed devices is implemented, the
quantity of radioactive material will be limited to 1/10tb of Category 3 and the higher risk devices
will no longer be generally licensed. Therefore, it seems appropriate to retain authorization for
installation and service 2 that is commensurate with the requirements for the newly defined
generally licensed devices. In addition, the Compatibility Category change will allow
Agreement States to impose a reciprocity fee or require manufacturers of generally licensed
devices to obtain a specific license. Either of those actions provides Agreement States with a
potential source of additional revenue; however, if the manufacturer passes the additional cost
for reciprocity or licensure to the general licensee, there could be a financial incentive for non-
compliance (including a greater temptation to improperly dispose of unwanted devices).

MDH has so issues with changing the compatibility Category of 10 CFR 31.5(c)(1 3)(i);
however, based on a recent problem with exit signs containing Tritium, it may be appropriate for
the NRC to revisit the list of isotopes currently in generally license devices that require
registration.

If you have any questions concerning this matter, please contact me at (651) 201-4530.

SF. lohns, r., Supervisor
RadioactivtMaterials Unit
PO Box 64975
St. Paul, Minnesota 55164-0975

2 Although 10 CFR 31.5(c)(3) requires a person holding a specific license for testing, installation, servicing, and

removal, 10 CFR 31.6 only authorizes a general license to install and service the generally licensed devices.
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Greetings -

Attached are Minnesota's Comments.

Regards,

George F. Johns, Jr., Supervisor
Radioactive Materials Unit
PO Box 64975
St. Paul, Minnesota 55164-0975
(651) 201-4530
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