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Enclosure

Additional Information for
an Amendment to NR-0163-D-101-G

Ion Mobility Spectrometer, Models: Sabre 4000 and IONSCAN 500DT

Smiths Detection application dated May 14, 2004, contained insufficient information on the
issues below.  Guidance on addressing the issues may be found in “Consolidated Guidance
About Materials Licenses: Application for Sealed Source and Device Evaluation and
Registration,” NUREG-1556, Vol. 3, Rev. 1.  The document is available at the NRC web-site:
www.nrc.gov.        

1. Facility:

    Confirm if the Smiths Detection facility in Warren, New Jersey has completed its relocation to 
    the new facility in Whippany, New Jersey.

2. Conditions of Use:

    2.1  Confirm if the ion mobility spectrometry device (IMS) installed in the IONSCAN Sabre
4000 will be mounted into the Model Sabre Centurion, as the IMS from the Sabre 2000
is currently, or if it will be mounted into another device.

    2.2  Confirm that the IONSCAN Sabre 4000 will be a hand-held portable device with a black-
and-yellow casing and is identical to the IONSCAN Sabre 2000.  Specify the casing for
the IONSCAN 2000.  Please delineate the differences, in a table format between the two
models.

    2.3  Confirm if the IMS installed in the IONSCAN 500DT will be mounted into the model
Sentinel II or other device.  Please delineate the differences, in a table format between
the IONSCAN 500DT and IONSCAN 400.

3. Construction:

    3.1 In you application dated May 14, 2004, under the section 1.1 Summary Information the  
maximum activity of the devices was listed as 15 mCi, in your drawing number 4816800
of the IONSCAN 500DT there appears to be two separate IMS assemblies each with an
activity of 15 mCi.  Please confirm if there will be two IMS assemblies with a maximum
activity of 15 mCi each in the IONSCAN 500DT.

    3.2 Provide illustrations for both the IONSCAN 500 DT and Sabre 4000 modes suitable for
inclusion in the registration certificate.  The illustrations should show the general outside
appearance as well as the major dimensions for the devices, similar to the other models
that are currently registered in the certificate.  Electronic versions of the illustrations are
also acceptable.
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4. Prototype Testing:

    Provide the rationale for using a 30 x 30 cm aluminum plate, as the base plate for the             
    hammer impact test.

5. Radiation Profiles:

    5.1 Provide documentation for the date of calibration for the Protean Instruments ultra low
level alpha/beta counter, model IPC 9025 used for Smiths Detection factory leak testing
measurements taken on May 14, 2004 on both the Sabre 4000 and IONSCAN 500DT
models.  

    5.2   Provide documentation for the date of calibration for the Protean Instruments MPC-9400
alpha/beta counter used for Smiths Detection leak testing measurements taken on 

  January 13, 2004 on the IONSCAN 500DT model, following the prototype testing.

6. Installation, Servicing, and Instruction to Users:

    Provide final copies of the Sabre 4000 and IONSCAN 500DT operating manuals.  The            
    manuals should verify the distribution facility whether it has changed to Whippany, NJ or        
    if it is still located in Warren, NJ.

7. Quality Assurance Program

    The most recent Smiths Detection quality assurance program on file with the NRC is dated     
    January 20, 2000 when Smiths Detection was still Barringer Instruments Inc.  Please confirm  
    that there have been no changes to the program, if there were changes please provide a
    copy with the updated information.

8. Proprietary Information

    The drawings, attached to your application include statements that the drawings may not be   
    disclosed.  Please either provide a waiver or follow the procedure(s), if you deem these     
    drawings are indeed "proprietary," "confidential," "restricted," or "is the express property of     
    Company X," in 10 CFR 2.390 (previously 10 CFR 2.790), "Public inspection, exemption,
    requests for withholding."  Failure to follow this procedure may result in disclosure of the
    proprietary information to the public or substantial delays in processing the application. 
    Please be aware that a registration cannot be issued until after receipt, review, and resolution
    of the request to withhold information. 



July 27, 2004
Dr. Georgia Ranger
Radiation Safety Officer
Smiths Detection                        
1730 Aimco Blvd.     
Mississauga, ON L4W 1V1
Canada              
               

SUBJECT: REQUEST FOR ADDITIONAL INFORMATION ON AMENDMENT FOR 
ION MOBILITY SPECTROMETER (NR-0163-D-101-G)

Dear Dr. Ranger,

This letter is in response to your application dated May 14, 2004, for an amendment to the
registration certificate NR-0163-D-101-G to include the models IONSCAN Sabre 4000 and
IONSCAN 500DT ion mobility spectrometers.  In reviewing your application, we find that it is
lacking required information.  In the Enclosure of this letter, we have summarized the issues not
addressed in your application. 

Please submit the requested information within thirty days of the date of this letter.  If we have
not received complete information within thirty days of the date of this letter, we will consider
your application as having been abandoned by you.  This is without prejudice to the submission
of a complete application.

If you have any questions, please contact me at (301) 415-7138 or Dr. John P. Jankovich at 
301-415-7904.

Sincerely,

   /RA/

                                                                                 Tomas Herrera, Engineer
Materials Safety and Inspection Branch
Division of Industrial and
  Medical Nuclear Safety
Office of Nuclear Material Safety
  and Safeguards
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