
 
 February 2, 2010 
 
Docket No. 030-36457 License No. 20-23904-01E 
Mail Control 022799 
 
Neil Walters 
Radiation Protection Director 
Morpho Detection, Inc. 
205 Lowell Street  
Wilmington, MA 01887 
 
SUBJECT: MORPHO DETECTION INC. REQUEST FOR ADDITIONAL INFORMATION  
 
Dear Mr. Walters: 
 
This refers to your Sealed Source and Device review request dated January 6, 2010, and your 
request for amendment to Exempt-Distribution License, 20-23904-01E, dated January 6, 2010. 
In order to continue our review, please submit the additional information requested in the 
Enclosure to this letter. 
 
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 2.390 of NRC’s “Rules of Practice,” a copy of this letter will be 
available electronically for public inspection in NRC’s Public Document Room or from the 
Publicly Available Records (PARS) component of NRC’s document system (ADAMS). ADAMS 
is accessible from the NRC web site at http://www.nrc.gov/NRC/ADAMS/index.html (the Public 
Electronic Reading Room). 
 
If you have questions regarding the Sealed Source and Device review, please contact John 
Jankovich at (301) 415-7904. If you have questions regarding the Exempt-Distribution License 
review, please contact me at (301) 415-7640. 
     
      Sincerely,      
       /RA/ 
      Shirley Xu, Health Physicist 

Agreement State Program Branch 
Division of Materials Safety and State Agreements 
Office of Federal and State Materials and 
  Environmental Management Programs 

Enclosure: As stated 
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Enclosure 
 

REQUEST FOR ADDITIONAL INFORMATION 
 

Morpho Detection, Inc. SSD Case 10-09, and Exempt-Distribution License Application (Mail 
Control No. 022799) 
                                                
Morpho Detection, Inc. submitted an application for a Sealed Source and Device review for an 
Exempt Device, dated January 6, 2010; an application for an Exempt-Distribution License dated 
January 6, 2010.  Review of the application indicated that we need the following information or 
clarifications to complete our review and safety evaluation of the product: 
 
A. Request for Additional Information for Sealed Source and Device Review 
 
Request for additional information, application dated January 6, 2010 

 
1. Drawings 
 

1.1 Please provide engineering drawings of the Model Hardened Mobile Trace 
 

1.1.1 Provide an affidavit if the drawings should be withheld from the public under the   
provision of 10 CFR 2.390.  Also, list in the affidavit all the documents that are to 
be withheld from the public. 

 
1.1.2 An electronic copy of the drawings that can be used in the registry and made    

publicly available, preferably in electronic form, for inclusion in the registration 
certificate. 

 
2 Labeling 
 

2.1 Please provide a copy of the label with overall dimensions, and a picture or drawing 
showing the location of the label on the device.  Please provide details of method of 
label attachment. 

 
3 Prototype testing 
 

3.1 In page 2 of your application section “Conditions of Use” you stated that the device was 
tested to satisfy requirements of MIL Standard-810G.  The comparable base model 
“MobileTrace”, No. P0007027, was not prototype tested to these conditions; therefore, 
please provide the test results. 

 
4 External Radiation Levels  
 

4.1 Please provide maximum radiation levels and the estimated external radiation dose. 
 
5. Quality Assurance  
 

5.1 Please provide a copy of the Quality Assurance and Quality Control program that is on 
file with the Massachusetts Radiation Control Board.  

 
6. Operator Manual and Safety Instructions 
 



6.1 Please provide a copy of the safety instructions concerning the radioactive material and 
disposal, included in the operator’s manual for the Hardened MobilTrace. 

 
-2- 

 
6.2 Please describe the functions of “installation, repair and customer training” (Page 4, 

Paragraph 4) that Morpho proposes to perform for the customer.  Please delineate 
whether these functions are related to the use of radioactive material or to radiation 
safety. 

 
7. Construction/Description 
 

7.1 Please provide evidence that the change in weight from 9.2 lbs to 11.5 lbs will not affect 
the integrity of the detector cell to be installed in the device. 

 
7.2 Please provide the casing material and properties, and explain in detail the internal 

hardware upgrades. 
 
7.3 In your application, dated January 6, 2010, section “Comparison of Dimensions”, you 

stated that the Model Hardened Mobile Trace does not have an external fan, but 
instead it uses a side mounted heat exchanger, please provide a drawing showing the 
heat exchanger.  Also, please confirm that this change could not adversely effect the 
integrity of the device. 

 
 
B. Request for Additional Information for amendment of Exempt-Distribution License, 20-

23904-01E: 
 
10 CFR 32.26 requires details of construction and design for each product.  Your amendment 
request did not fully describe the construction and design of the product. Please submit:  

 
 

1. Degree of access of human beings to the product during normal handling and use;  
 

2. Total quantity of byproduct material expected to be distributed in the product annually;  
 

3. The expected useful life of the product;  
 

4. A determination that the probabilities with respect to the doses referred to in § 32.27(c) 
meet the criteria of that paragraph;  
 

5. Any additional information, including experimental studies and tests to facilitate a 
determination of the safety of the product. 
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