
ENCLOSURE

ISSUES TO BE ADDRESSED IN THE APPLICATION FOR DEVICE REVIEW AND 
EVALUATION OF TRILUX MODELS TL2001, TL"".002, TL2003, DNS-465, & DNS466 

1. Identify for each of the five new models the device type, principal code use from NUREG
1556, Volume 3, Appendix E, radionuclide(s) and amount, Intended use, and conditions of use 
for the device as compared to the models listed on the latest amendment to certificate no. NR
1028-D-1 01 -E.  

2. Describe the design features of the new models In written format.  

3. Provide drawings that Identify the sources, mounting method for the sources in the device, 
and materials used for the components,.  

4. Specify the labeling of each of the models. Provide Illustrations on how the full text will be 
displayed.  

5. Provide test results about the device's ability to maintain integrity under normal and likely 
accident conditions through prototype testing.  

6. Provide the Quality Control/Quality Assurance program to be applied to the new models.  

7. Clarify the exact designation Intended for each model (e.g., DNS-465 versus DNS465).  

8. Provide the radiation profiles around each design in accordance with ANSI 538-1979. If the 
readings are that of the background, please state so. Provide Information about the 
measurement Instruments used, Including their model specification and calibration dates.  

9. Provide a copy of the safety Instructions supplied with the device to the user.


