
 
 
 
    March 11, 2014 
 
 
Hess Fine Arts 
ATTN:  Katrina Hess 
1131  4th Street North 
Saint Petersburg, FL  33701 
 
SUBJECT: DISCONTINUATION OF EVALUATION OF APPLICATION FOR SEALED 

SOURCE AND DEVICE REGISTRATION AND EXEMPT PRODUCT 
DISTRIBUTION LICENSE 

 
Dear Ms. Hess: 
 
This letter is in response to your application dated October 8, 2013, requesting the addition of 
17 new watch model numbers to your Exempt Distribution License 09-23920-01-E.  In your 
request, there were eight (8) models that also required a safety evaluation and inclusion in 
Registration Certificate NR-1265-D-101-E.  For your convenience, in the enclosure to this letter 
we have provided two tables listing the models included in your application.  Table 1 is a list of 
the models that would only require an amendment to your exempt distribution license.  Table 2 
is a list of the models that would require a safety evaluation review in addition to an amendment 
to your exempt distribution license.   
 
Please note that your application it is lacking significant amount of the required information.  In 
the enclosure to this letter you will also find the list of the questions and items not addressed in 
your application.   
 
With incomplete documents and unavailability of adequate information, the U.S. Nuclear 
Regulatory Commission (NRC) staff is unable to complete a safety evaluation.  Therefore, we 
have discontinued the review of your applications for a sealed source and device registration 
and an exempt product distribution license.  This is without prejudice to re-submission of your 
application.  Please note, when you decide to re-submit your application for registration, you 
need to ensure that you submit a complete application with sufficient information to allow the 
NRC to evaluate your device.   
 
Any correspondence regarding your amendment application should reference Control Number 
582591.  
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If you have any questions, please contact Lymari Sepulveda of my staff at (301) 415-5619 or by  
e-mail at Lymari.Sepulveda@nrc.gov regarding the sealed source registration, and Dr. Richard 
Struckmeyer at (301) 415-5477 or by email at Richard.Struckmeyer@nrc.gov regarding the 
exempt product distribution license.   
 
 Sincerely, 
  
 /RA/   
 
 
 Margie Kotzalas, Chief 
 Licensing Branch 
       Division of Materials Safety and State Agreements 
       Office of Federal and State Materials  
         and Environmental Management Programs 

 
Enclosure:  
Request for Additional Information 
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Enclosure 
 

Hess Fine Arts Application dated October 8, 2013 
Applicable regulations:  10 CFR 32.22 and 10 CFR 32.14 

Applicable guidance:  NUREG-1556, Volume 3 and Volume 8 
 
 
 

A. Questions Regarding the Registration Certificate Application/Amendment Request 

Hess Fine Arts’ application contained insufficient information as required by 10 CFR 32.210 and 
described in the relevant guidance document NUREG-1556, Vol. 3, “Applications for Sealed 
Source and Device Evaluation and Registration.”  Specific deficiencies include: 
 
1. Summary Information 

 
1.1. Please indicate if there has been a change regarding the sealed source manufacturer 

and/or the source model number. 
 

1.2. Please indicate the radionuclide that will be used for each of the models listed in  
Table 2. 

 
1.3. In the tables provided in your application, we noticed some discrepancies regarding the 

calculations of the maximum activity for each watch.  Please confirm the maximum 
activity for each of the model listed in Table 1 and Table 2. 
 

1.4. Your application indicated that the maximum activity of Model Number NM3098C is  
26 mCi, which, if correct, would require it to be included with the models in Table 2 that 
require a safety evaluation review.  However, based on the activities provided for the 
individual sources in this model, we calculated a maximum activity of 24.95 mCi, and 
have provisionally listed it in Table 1.  Please confirm the activities of each individual 
source and the maximum activity in this model.  
 

2. Conditions of Use 
 
2.1. Please provide the working life for the watches. 

 
2.2. Please indicate if the conditions of use during use, handling, and storage are the same 

as the models already listed and approved in your registration certificate (e.g., 
temperature, vibration). 
 

3. Construction of the Product 
 
3.1. For each of the models listed in Table 2, please provide a description of the 

construction of the watches.  Please include dimensions, assembly methods, materials 
of construction, and details of mounting process of the vials. 
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3.2. In your letter dated October 8, 2013, you requested an amendment to include new 
watch models to your license.  For models to be added to an existing registration you 
need to demonstrate that the designs of the new watches are similar enough to the 
ones listed in your registration certificate.  Please provide a detailed list of the 
differences and similarities for each model. 

 
3.3. Model number CM2192C, which contains 66 sources with a maximum activity of 3.693 

GBq (99.81 mCi), is above the maximum activity allowed in your registration certificate.  
Please confirm that the activity levels for model number CM2192C is correct.  
 

4. Labeling 
 
Please provide a description of the labeling of the watches, including information contained 
on the label, and how and where the label is attached. 

 
5. Radiation Profiles 

 
Model number CM2192C, which contains 66 sources with a maximum activity of 3.693 GBq 
(99.81 mCi), is above the maximum activity allowed in your registration certificate.  Please 
provide the maximum radiation levels for a device containing the maximum activity level. 
 

6. Prototype Testing 
 
Please provide information that verifies that the new designs will maintain their integrity 
when subjected to conditions of normal use and likely accident conditions.  Acceptable 
methods are prototype testing, engineering analysis, operational history, or comparison to a 
similar product. 

 
7. Quality Assurance and Control 

 
Please indicate if there is a change in Hess Fine Arts Quality Assurance Program. 

 
B. Questions Pertaining to Amendment of the Exempt-Distribution Materials License  
 
Your application includes watch models that may be licensed under 10 CFR 32.14, as well as 
models that may be licensed under 10 CFR 32.22.  Accordingly, the questions concerning your 
watch models are presented in two subsections:  (i) models that would require licensing under 
10 CFR 32.14 (listed in Table 1), and (ii) models that would require licensing under 10 CFR 
32.22 (listed in Table 2).  
 
If you have previously submitted information that provides answers to the following questions, 
and if such information directly relates to the watch models included in your application dated 
October 8, 2013, please identify by date and page number(s) where this information can be 
found, or resubmit the information in your response to this request for additional information.  
 
(i) For the models listed in Table 1 that would require licensing under 10 CFR 32.14, 10 CFR 

32.14(b) requires the applicant to submit sufficient information regarding the product 
pertinent to evaluation of the potential radiation exposure:   
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1. 10 CFR 32.14(b)(1) requires details of chemical and physical form and maximum 
quantity of byproduct material in each product.  Please provide details of the chemical 
form and maximum quantity of the radioactive material in each product. 

 
2. 10 CFR 32.14(b)(2) requires details of construction and design of each product.  

Please provide details of construction and design of each product.  
 

3. 10 CFR 32.14(b)(3) requires that the method of containment or binding of the 
radioactive byproduct material in the product be described.  Please provide the method 
of containment or binding of the radioactive byproduct material in the product. 

 
4. 10 CFR 32.14(b)(4) requires procedures for and results of prototype testing to 

demonstrate that the byproduct material will not become detached from the product 
and that the byproduct material will not be released to the environment under the most 
severe conditions to be encountered in normal use of the product.  Please provide 
these procedures and describe the prototype testing performed on the product.  

 
5. 10 CFR 32.14(b)(5) requires that quality control procedures be followed in the 

fabrication of production lots of the product and a description of the quality 
standards the product will be required to meet.  Please describe the quality control 
procedures to be followed in the fabrication of production lots of the product and 
provide a description of the quality standards the product will be required to meet. 

 
6. 10 CFR 32.14(c) requires that each product will contain no more than the quantity of 

byproduct material specified for that product in §30.15.  Please provide the quantity of 
byproduct material used in your product. 

 
7. 10 CFR 32.14(d)(1) requires that the byproduct material is properly contained in the 

product under the most severe conditions that are likely to be encountered in 
normal use and handling.  Please describe how the byproduct material is properly 
contained in the product under the most severe conditions that are likely to be 
encountered in normal use and handling. 

 
8. 10 CFR 32.15(a)(1) requires that each person licensed under § 32.14 shall maintain 

quality assurance practices in the manufacture of the part or product, or the 
installation of the part into the product.  Please describe your quality assurance 
practices in the manufacture of the part or product, or the installation of the part into 
the product. 

 
9. 10 CFR 32.15(a)(3) requires that each person licensed under § 32.14 shall visually 

inspect each unit in inspection lots.  Any unit that has an observable physical defect 
that could affect containment of the byproduct material shall be considered as a 
defective unit.  Please describe how you shall visually inspect each unit in inspection 
lots for defects. 
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10. 10 CFR 32.15(c) requires that no person licensed under § 32.14 shall transfer to other 
persons for use under §30.15 of this chapter or equivalent regulations of an Agreement 
State any defective part or product.  Please describe how you shall prevent transfer to 
other persons for use under §30.15 of this chapter or equivalent regulations of an 
Agreement State any defective part or product. 

 
(ii) For the models listed in Table 2 that would require licensing under 10 CFR 32.22, 10 CFR 

32.22(a)(2) requires the applicant to submit sufficient information relating to the design, 
manufacture, prototype testing, quality control procedures, labeling or marking, and 
conditions of handling, storage, use, and disposal of the self-luminous product to 
demonstrate that the product will meet the safety criteria set forth in § 32.23: 

 
1. 10 CFR 32.22(a)(2)(i) requires the applicant to submit a description of the product and 

its intended use or uses. 
 

2. 10 CFR 32.22(a)(2)(ii) requires the applicant to submit the type and quantity of 
byproduct material in each unit. 

 
3. 10 CFR 32.22(a)(2)(iii) requires the applicant to submit information relating to the 

chemical and physical form of the byproduct material in the product and changes in 
chemical and physical form that may occur during the useful life of the product. 

 
4. 10 CFR 32.22(a)(2)(iv) requires the applicant to submit information relating to the 

solubility in water and body fluids of the forms of the byproduct material identified in 
paragraphs (a)(2) (iii) and (xii) of this section. 

 
5. 10 CFR 32.22(a)(2)(v) requires the applicant to submit information concerning details of 

construction and design of the product as related to containment and shielding of the 
byproduct material and other safety features under normal and severe conditions of 
handling, storage, use, and disposal of the product.  This issue may be addressed in 
conjunction with your response to question A.3.1. 

 
6. 10 CFR 32.22(a)(2)(vi) requires the applicant to submit the maximum external radiation 

levels at 5 and 25 centimeters from any external surface of the product, averaged over 
an area not to exceed 10 square centimeters, and the method of measurement. 

 
7. 10 CFR 32.22(a)(2)(vii) requires the applicant to submit information relating to the 

degree of access of human beings to the product during normal handling and use. 
 

8. 10 CFR 32.22(a)(2)(viii) requires the applicant to submit the total quantity of byproduct 
material expected to be distributed in the product annually. 

 
9. 10 CFR 32.22(a)(2)(ix) requires the applicant to submit information relating to the 

expected useful life of the product. 
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10. 10 CFR 32.22(a)(2)(x) requires the applicant to submit the proposed method of labeling 
or marking each unit with identification of the manufacturer or initial transferor of the 
product and the byproduct material in the product.  This issue may be addressed in 
conjunction with your response to question A.4.1. 
 

11. 10 CFR 32.22(a)(2)(xi) requires the applicant to submit procedures for prototype testing 
of the product to demonstrate the effectiveness of the containment, shielding, and other 
safety features under both normal and severe conditions of handling, storage, use, and 
disposal of the product.  This issue may be addressed in conjunction with your response 
to question A.6.1. 

 
12. 10 CFR 32.22(a)(2)(xii) requires the applicant to submit results of the prototype testing of 

the product, including any change in the form of the byproduct material contained in the 
product, the extent to which the byproduct material may be released to the environment, 
any increase in external radiation levels, and any other changes in safety features.  This 
issue may be addressed in conjunction with your response to question A.6.1. 

 
13. 10 CFR 32.22(a)(2)(xiii) requires the applicant to submit the estimated external radiation 

doses and dose commitments relevant to the safety criteria in § 32.23 and the basis for 
such estimates. 

 
14. 10 CFR 32.22(a)(2)(xiv) requires the applicant to submit a determination that the 

probabilities with respect to the doses referred to in § 32.23(d) meet the criteria of that 
paragraph. 

 
15. 10 CFR 32.22(a)(2)(xv) requires the applicant to submit quality control procedures to be 

followed in the fabrication of production lots of the product and the quality control 
standards the product will be required to meet. 

 
16. 10 CFR 32.23(a) requires the applicant for a license under § 32.22 to demonstrate that 

in normal use and disposal of a single exempt unit, it is unlikely that the external 
radiation dose in any 1 year, or the dose commitment resulting from the intake of 
radioactive material in any 1 year, to a suitable sample of the group of individuals 
expected to be most highly exposed to radiation or radioactive material from the product 
will exceed the dose to the appropriate organ as specified in Column I of the table in 
§ 32.24 of this part. 

 
17. 10 CFR 32.23(b) requires the applicant for a license under § 32.22 to demonstrate that 

in normal handling and storage of the quantities of exempt units likely to accumulate in 
one location during marketing, distribution, installation, and servicing of the product, it is 
unlikely that the external radiation dose in any 1 year, or the dose commitment resulting 
from the intake of radioactive material in any 1 year, to a suitable sample of the group of 
individuals expected to be most highly exposed to radiation or radioactive material from 
the product will exceed the dose to the appropriate organ as specified in Column II of the 
table in § 32.24. 
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18. 10 CFR 32.23(c) requires the applicant for a license under § 32.22 to demonstrate that it 
is unlikely that there will be a significant reduction in the effectiveness of the 
containment, shielding, or other safety features of the product from wear and abuse 
likely to occur in normal handling and use of the product during its useful life. 

 
19. 10 CFR 32.23(d) requires the applicant for a license under § 32.22 to demonstrate that 

in use and disposal of a single exempt unit, or in handling and storage of the quantities 
of exempt units likely to accumulate in one location during marketing, distribution, 
installation, and servicing of the product, the probability is low that the containment, 
shielding, or other safety features of the product would fail under such circumstances 
that a person would receive an external radiation dose or dose commitment in excess of 
the dose to the appropriate organ as specified in Column III of the table in § 32.24, and 
the probability is negligible that a person would receive an external radiation dose or 
dose commitment in excess of the dose to the appropriate organ as specified in Column 
IV of the table in § 32.24. 

 
Table 1.  Model numbers to be licensed under 10 CFR 32.14 which do NOT require a 

Sealed Source and Device Registration 
 

Model Number Qty of sources  
per watch 

Maximum activity  
(applicant’s calculation) 

Maximum activity  
(reviewer’s calculation) 

NM3098C 15 0.963 GBq (26 mCi)1 0.923 GBq (24.95 mCi)1 
NM2288C 15 0.89 GBq (24 mCi) 0.89 GBq (24 mCi) 
NM2088C 15 0.923 GBq (24 mCi) 0.923 GBq (24.95 mCi) 
CM2068D 15 0.662 GBq (17.9mCi) 0.717 GBq (19.4 mCi) 
NM1058D 15 0.723 GBq (19.5 mCi) 0.723 GBq (19.5 mCi) 
NM1058D-3 15 0.632 GBq (17 mCi) 0.632 GBq (17 mCi) 
CM2052D 15 0.668 GBq (18 mCi) 0.668 GBq (18 mCi) 
GM2020D 14 0.645 GBq (17.4 mCi) 0.645 GBq (17.4 mCi) 
NM3080D 6 0.405 GBq (11 mCi) 0.405 GBq (11 mCi) 
1 Boldface type indicates disagreement between applicant’s and reviewer’s calculation  

 
 

Table 2.  Model numbers to be licensed under 10 CFR 32.22 which require a Sealed 
Source and Device Registration 

 
Model Number Qty. of sources  

per watch 
Maximum activity  
(applicant’s calculation) 

Maximum activity  
(reviewer’s calculation) 

NM1080C 15 2.268 GBq (61.3 mCi)  2.268 GBq (61.3 mCi)  
CM2192C 66 3.693 GBq (99.81 mCi)  3.693 GBq (99.81 mCi)  
CM2092C 18 1.455 GBq (39.3 mCi)1  1.555 GBq (42.03 mCi) 1  
NM2092C 75 2.438 GBq (65.89 mCi)  2.436 GBq (65.83 mCi)  
NM2188C 15 2.991 GBq (80 mCi)  3.002 GBq (81.13 mCi)  
NL1068D-2 15 1.123 GBq (30.3 mCi) 1.123 GBq (30.3 mCi)  
NM2068D 30 2.025 GBq (54.7 mCi) 2.025 GBq (54.7 mCi) 
NM2058D 14 1.64 GBq (44 mCi) 1.64 GBq (44.32 mCi)  
1 Boldface type indicates disagreement between applicant’s and reviewer’s calculation  


