
UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

WASHINGTON, D.C. 20555-0001 
 

April 24, 2024 
 

Mr. William Troxler 
Radiation Safety Officer 
Troxler Electronic Laboratories, Inc. 
3008 Cornwallis Road 
Research Triangle Park, NC 27709 
 
 
SUBJECT: TROXLER ELECTRONIC LABORATORIES, INCORPORATED REQUEST FOR 

ADDITIONAL INFORMATION 
 
Dear Mr. Troxler: 
 
This letter is in response to your application dated December 7, 2023, requesting an 
amendment to your Sealed Source and Device Registration Certificate NR-0646-D-0140-E and 
Exempt Distribution License 32-05998-01E to make corrections to your Model 4500 Series of 
gauges. 
 
In reviewing the application, we find that additional information is required to complete our 
evaluation. In the enclosure to this letter, we have summarized the issues not addressed in your 
request. 
 
Please be aware that upon your request, proprietary information submitted to the U.S. Nuclear 
Regulatory Commission (NRC) may be withheld from public disclosure. To do this, you must 
follow the procedures in Title 10 of the Code of Federal Regulations (10 CFR) Paragraph 
2.390(b) including requesting withholding at the time the information is submitted and complying 
with the document marking and affidavit requirements set forth in 10 CFR 2.390(b)(1). 
 
We will continue our review upon receipt of this information. If we do not receive your reply 
within 30 calendar days from the date of this letter, we will consider your application as having 
been abandoned by you. This action would be without prejudice to the resubmission of another 
application with the required information. 
 
In accordance with 10 CFR Section 2.390 of the NRC’s “Agency Rules of Practice and 
Procedure,” a copy of this letter will be available electronically for public inspection in the NRC 
Public Document Room or from the Publicly Available Records component of NRC’s 
Agencywide Documents Access and Management System (ADAMS). ADAMS is accessible 
from the NRC Web site at http://www.nrc.gov/reading-rm/adams.html.  
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If you have any questions, please contact me at (301) 415-8342 or by electronic mail at 
Vanessa.Cox@nrc.gov.   
 

Sincerely, 

       
      Vanessa Cox, Project Manager 
      Materials Safety and Licensing Branch 
      Division of Materials Safety, Security, State,  
        and Tribal Programs 
      Office of Nuclear Material Safety   
        and Safeguards 
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Enclosure 1 

TROXLER ELECTRONIC LABORATORIES, INC. 
REGISTRATION CERTIFICATE APPLICATION DATED DECEMBER 7, 2023 

REQUEST FOR ADDITIONAL INFORMATION 
 
The U.S. Nuclear Regulatory Commission (NRC) staff has reviewed the Troxler Electronic 
Laboratories, Inc. application dated December 7, 2023, and determined that additional 
information is needed. In order to continue with our review, please address the issues listed 
below. This information is required by Title 10 of the Code of Federal Regulations (10 CFR) 
Section 32.210 and described in the relevant guidance document NUREG-1556, Volume 3, 
Revision 2, titled “Applications for Sealed Source and Device Evaluation and Registration.” 
 
Description/Construction: 

1. Please confirm our understanding that the maximum activity for the 4500 Series was 
always 126 µCi and that the change requested in your application from 90 µCi to 126 
µCi is only a correction of the documentation, not a change in actual activity of the 
device series. 

2. We note that in your amendment application the image provided on page 4 of 5 indicates 
the new addition of a detection method utilizing backscatter for the Model 4540. Please 
specify whether this is a modification to the design of the device or a change in 
terminology. 
a. If this does constitute a change to the design of the device, please provide the 

details of the change. 
 

Radiation Profiles 

3. In a letter provided by Troxler Laboratories, Inc. dated April 14, 2014, Troxler submitted 
radiation profiles for a gauge containing a 90-µCi source. Please provide radiation 
profiles for the maximum activity of 126 µCi. The submitted profiles should include the 
maximum radiation levels on the surface of the product, at 5 cm, 30 cm, and 100 cm 
from the product. 

Labeling 

4. Provide updated labels that reflect the maximum activity of 126 µCi or 90 µCi +40%. 
 

Conditions of Use: 

5. In your amendment application it was requested that the device type be changed from 
“moisture density gauge” to “density gauge” and the principal use code from “portable 
moisture density gauge” to “portable density gauge.” We acknowledge your correction 
request, and the change to the device type will be made as requested. However, we are 
unable to alter the principal use code as these codes are standardized in the NUREG 
1556 Volume 3, Revision 2, Appendix C “Principal Use Codes and Definitions”. Please 
let us know if you have any questions or concerns with this approach. 

Quality Assurance and Quality Control: 

6. Please confirm if there have been any updates to the quality assurance program 
submitted to the NRC. If changes have occurred, please provide the most recent 
documentation for the quality assurance program.



 

Enclosure 2 

TROXLER ELECTRONIC LABORATORIES, INC. 
EXEMPT DISTRIBUTION APPLICATION DATED DECEMBER 7, 2023 

REQUEST FOR ADDITIONAL INFORMATION 
 

The U.S. Nuclear Regulatory Commission (NRC) staff has reviewed the Troxler Electronic 
Laboratories, Inc. amendment application dated December 7, 2023, and determined that 
additional information is needed. This information is required by Title 10 of the Code of Federal 
Regulations (10 CFR) Section 32.30 and described in the relevant guidance document.  
NUREG-1556, Volume 8, Revision 1, titled “Program-Specific Guidance About Exempt 
Distribution Licenses.” 

 
Item 2 
 

Your application states, “We would like to make a change to the exempt license to reflect 
the maximum activity as 126 uCi (4.66MBq) for both models 4590 and 4540 EGauges under 
Condition 10 in the license.” 

 
1. Please confirm the activity you are requesting for each model.  

 
Compliance with 10 CFR 32.30(b)(8) 
 

2. Please provide the total quantity of byproduct material expected to be distributed in the 
gauges annually. 

 
Compliance with 10 CFR 32.31(a)(4) 
 

3. Please confirm that the probability is low that containment, shielding, or other safety 
features of the device would fail under such circumstances that a person would receive 
an external radiation dose or committed dose in excess of 5 mSv (500 mrem), and the 
probability is negligible that a person would receive an external radiation dose or 
committed dose of 100 mSv (10 rem) or greater. 

 
Compliance with 10 CFR 32.31(b) 

 
4. Please confirm that a person will not receive an external radiation dose or committed 

dose more than 100 mSv (10 rem). 
 


