~ Office of Federal and State Materials and
Environmental Management Programs
WASHINGTON, DC 20555 - 0001

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,
IRA/
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 Ibs to 11.5 Ibs 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.




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


