
 
 

Attachment to Utah Division of Radiation Control's Letter dated January 11, 2011 
 

I.  History 
 
Prior to June of 1996, the State of Utah had authority to perform "Sealed Source and Device 
Evaluations (SS&D evaluations)."  The authority was reflected in the requirements that had been 
adopted by the State of Utah.  Specific requirements of the Utah Radiation Control Rules read as 
follows in 1996: 
 
R313-22-210.  Registration of Product Information. 
 (1)   Manufacturers or initial distributors of a sealed source or device containing a 

sealed source whose product is intended for use under a specific license may 
submit a request to the Executive Secretary for evaluation of radiation safety 
information about its product for its registration. 

(2)   The request for review shall be sent to the Executive Secretary of the Radiation 
Control Board, P.O. Box 144850, Salt Lake City, Utah  84114-4850. 

(3)   The request for review of a sealed source or a device shall include sufficient 
information about the design, manufacture, prototype testing, quality control 
program, labeling, proposed uses and leak testing and, for a device, the request 
shall also include sufficient information about installation, service and 
maintenance, operating and safety instructions, and its potential hazards, to 
provide reasonable assurance that the radiation safety properties of the source 
or device are adequate to protect health and minimize danger to life and 
property. 

 (4)   The Executive Secretary normally evaluates a sealed source or a device using 
radiation safety criteria in accepted industry standards.  If these standards and 
criteria do not readily apply to a particular case, the Executive Secretary 
formulates reasonable standards and criteria with the help of the manufacturer or 
distributor.  The Executive Secretary shall use criteria and standards sufficient to 
ensure that the radiation safety properties of the device or sealed source are 
adequate to protect health and minimize danger to life and property. 

 (5)   After completion of the evaluation, the Executive Secretary issues a certificate of 
registration to the person making the request.  The certificate of registration 
acknowledges the availability of the submitted information for inclusion in an 
application for a specific license proposing use of the product. 

 (6)   The person submitting the request for evaluation and registration of safety 
information about the product shall manufacture and distribute the product in 
accordance with: 

  (a)   the statements and representations, including quality control program, 
contained in the request; and 

  (b)   the provisions of the registration certificate. 
 
R313-22-32.  Filing Application for Specific Licenses. 
 (6)   An application for a specific license to use radioactive material in the form of a 

sealed source or in a device that contains the sealed source shall either: 
  (a)   identify the source or device by manufacturer and model number as 

registered with the U.S.  Nuclear Regulatory Commission under 10 CFR 
32.210, 1992 ed., the Executive Secretary, or an Agreement State; or 

  (b)   contain the information identified in R313-22-210. 
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In 1996, R313-22-210 was equivalent to the NRC's requirements found in 10 CFR 32.210 and 
R313-22-32(6) was equivalent to 10 CFR 30.32(g).  The NRC compatibility categories were "B" 
and "C" respectively.  The compatibility category for 10 CFR 32.210 (R313-22-210) was "B" if 
the State had the authority for the SSD Program.  If the State did not have the authority for the 
SSD Program, the compatibility category for this requirement became "D" which meant that it 
was no longer required to be adopted by Agreement States for compatibility with NRC 
requirements.   
 
In June of 1996, the State of Utah relinquished authority for SS&D evaluations and returned 
authority to the NRC.  A modification to the Utah Radiation Control Rules was required since 
we could no longer perform evaluations of radiation safety information or register sealed sources 
or devices.  To reflect the fact that Utah no longer performed SS&D evaluations, the Utah 
Radiation Control Rules were modified to read as follows: 
 
R313-22-210.  Registration of Product Information. 
 Licensees who manufacture or initially distribute a sealed source or device containing a 

sealed source whose product is intended for use under a specific license or general 
license are deemed to have provided reasonable assurance that the radiation safety 
properties of the source or device are adequate to protect health and minimize danger to 
life and the environment if the sealed source or device has been evaluated in 
accordance with 10 CFR 32.210, 1996 ed. or equivalent regulations of an Agreement 
State. 

 
R313-22-32.  Filing Application for Specific Licenses. 
 (6)   An application for a specific license to use radioactive material in the form of a 

sealed source or in a device that contains the sealed source shall identify the 
source or device by manufacturer and model number as registered with the U.S.  
Nuclear Regulatory Commission under 10 CFR 32.210, 1996 ed. or the 
equivalent regulations of an Agreement State. 

 
R313-22-210 was modified to show that Utah would accept devices that were evaluated under 10 
CFR 32.210 or under equivalent regulations, but no longer indicated that the State of Utah would 
perform such reviews.  In addition, R313-22-32(6) was modified to remove the requirement that 
would allow an applicant to request a review by providing the information previously found in 
R313-22-210.  The RATS ID tracking sheet for the State of Utah shows that there were no 
comments for proposed or final rules that were submitted for NRC review by the State of Utah in 
1996 or 1997.  Therefore, it appears that since the State of Utah no longer had authority for 
performing SS&D evaluations, NRC supported the modification of Utah's rules to indicate that 
applicants could not submit information for the review of a sealed source or device.   
 
As of the date of this letter, the NRC has maintained the compatibility category for 10 CFR 
32.210 as "Category B" if the Agreement State performs SS&D evaluations and "Category D" 
for Agreement States that do not perform SS&D evaluations.  In addition, there has been no 
change in the compatibility category for 10 CFR 30.32(g), which NRC classifies as "Category 
C," since the Utah Radiation Control Rules were modified. 
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II. Review of NRC Comments (September 28, 2010) 
 
When the NRC adopted requirements to address the additional authorities they were granted in 
the Energy Policy Act of 2005, the State of Utah was required to modify their rules to maintain 
compatibility with the NRC requirements.  In the Federal Register associated with RATS ID# 
2007-3, the NRC modified 10 CFR 30.32(g)(1) and added 10 CFR 30.32(g)(3) to include 
additional byproduct materials authorized under the expanded definition of byproduct material.  
The requirements of 10 CFR 30.32(2) were not modified and remained identical to the 
requirements removed from the Utah Radiation Control Rules after the State of Utah returned the 
program for SS&D evaluations to the NRC.  The State of Utah is required to have rules that are 
compatible with NRC requirements. 
 
Since becoming an Agreement State, the State of Utah has continually regulated radioactive 
materials in the same manner as NRC regulates byproduct material.  The term, "radioactive 
materials," was inclusive of materials regulated under the Atomic Energy Act, naturally 
occurring radioactive materials and accelerator produced radioactive materials.   
 
Staff reviewed the modified and new NRC requirements and modifications were made to the 
Utah Radiation Control Rules.  During the review, staff maintained the approach that had been in 
place since 1997 and did not adopt the requirements of 10 CFR 30.32(g)(2).  In addition, since 
the State of Utah has consistently regulated radioactive materials as opposed to only "byproduct 
materials, the requirements of 10 CFR 30.32(g)(3) were not necessary to adopt although the 
requirements were categorized as NRC compatibility category "C."  During the staff review, the 
following points were noted: 
 
1. 10 CFR 32.210 was not adopted by the State of Utah since the State of Utah no longer 

has authority to perform SS&D evaluations.  This requirement is an NRC compatibility 
category "D" and is not required to be adopted for Utah to maintain compatibility. 

 
2. The requirements in 10 CFR 32.210(c) refer to a "request for review."  The request for 

review appears to relate to a request for an evaluation of radiation safety information and 
a subsequent registration of the sealed source or device [See 10 CFR 32.210(a) and (e)]. 

 
3. It appears that even though the NRC compatibility category for 10 CFR 32.210(c) is "D," 

the requirement in 10 CFR 30.32(g)(2) requires the State of Utah to adopt the 
requirement [Compatibility Category "C"] and conduct a review of a sealed source or 
device even though Utah no longer has the authority to conduct such reviews. 

  
4. If a source is to be commercially distributed, the manufacturer or distributor would be 

referred to the NRC, as required, to have an evaluation of the sealed source or device 
conducted pursuant to 10 CFR 32.210.  Once the source was registered, the State of Utah 
would add the source to the license under our existing R313-22-32(6).   

  
5. If the sealed source/device was to be used only by the applicant as a custom 

source/device or was to be used only for research purposes, the following requirements 
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will be used to ensure that the sealed source or device can be used as proposed by the 
applicant without compromising the health or safety of members of the public or 
endangering the environment. 

 
 a. R313-12-55. Exemptions. 
  (1) The Board may, upon application or upon its own initiative, grant 

exemptions or exceptions from the requirements of these rules as it 
determines are authorized by law and will not result in undue hazard 
to public health and safety or the environment. 

 
  b. R313-22-32.  Filing Application for Specific Licenses. 
   (2) The Executive Secretary may, after the filing of the original 

application, and before the expiration of the license, require further 
statements in order to enable the Executive Secretary to determine 
whether the application should be granted or denied or whether a 
license should be modified or revoked. 

 
 c. R313-22-33. General Requirements for the Issuance of Specific 

Licenses. 
  (1)  A license application shall be approved if the Executive Secretary 

determines that: 
   (b)  the applicant's proposed equipment, facilities, and 

procedures are adequate to minimize danger to public health 
and safety or the environment; 

   (d)  the issuance of the license will not be inimical to the health 
and safety of the public; 

 
 d. R313-22-34. Issuance of Specific Licenses.  
  (1)  Upon a determination that an application meets the requirements 

of the Act and the rules of the Board, the Executive Secretary will 
issue a specific license authorizing the proposed activity in a form 
and containing conditions and limitations as the Executive 
Secretary deems appropriate or necessary. 

  (2)  The Executive Secretary may incorporate in licenses at the time of 
issuance, additional requirements and conditions with respect to 
the licensee's receipt, possession, use and transfer of radioactive 
material subject to Rule R313-22 as he deems appropriate or 
necessary in order to: 

   (a)  minimize danger to public health and safety or the 
environment; 

 
  
 Under R313-12-55, the Utah Radiation Control Board (Board) may grant an exemption 

or exception to the requirements of R313-22-32(6) that require a sealed source/device to 
be registered by the Commission or an Agreement State.   
 
R313-22-32(2) allows the Executive Secretary of the Board (Executive Secretary) to ask 
for additional information necessary to provide reasonable assurance that the radiation 
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safety properties of the source or device are adequate to protect health and minimize 
danger to life and property.  The additional information requested may be similar to the 
information requested in 10 CFR 32.210(c) or 10 CFR 30.32(g)(3) depending on the 
sealed source/device.  The additional information provided by the applicant must be 
sufficient for the Executive Secretary to determine that the requirements of R313-22-
33(1)(b) and (d) have been met.  If a determination is made that limitations or other 
considerations of use for the sealed source/device are required in order to minimize 
danger to public health and safety or the environment, the Executive Secretary may 
incorporate legally binding conditions with respect to the licensee's receipt, possession, 
use and transfer of licensed radioactive material in the radioactive materials license. 
Using this approach there is no conflict with the fact that the State of Utah no longer has 
the authority SS&D evaluations, yet it allows applicants the flexibility to obtain or 
"manufacture" custom devices or sealed sources for their specific use(s). 
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