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SUBJECT: MOLECULAR NEUROIMAGING, LLC, REQUEST FOR ADDITIONAL
INFORMATION CONCERNING APPLICATION FOR RENEWAL OF NRC
LICENSE NO 06-30624-01, CONTROL NO. 574761

Dear Dr. Seibyl:

This is in reference to your application dated March 25, 2011 requesting renewal of Nuclear
Regulatory Commission License No. 06-30624-01. In your application you followed NRC
Regulatory Guide 10.8, Revision 2, "Guide for the Preparation of Applications for Medical Use
Programs" and committed to establishing and implementing many of the Model in this
Regulatory Guide. Please note that this guide was published in August 1987 and was designed
for use with the NRC's medical regulations that existed in 10 CFR Part 35 at that time. On April
24, 2002, NRC published new medical regulations in 10 CFR Part 35.These regulations became
effective on October 24, 2002. Concurrent with the issuance of the new medical regulations,
NRC published NUREG-1556, Volume 9, "Consolidated Guidance About Materials Licenses:
Program-Specific Guidance About Medical Use Licenses." As specified in Appendix AA of
NUREG-1556, Volume 9; Rev 2, Regulatory Guide 10.8, Revision 2 is superseded and should
no longer be used.

Please use NUREG-1556, Volume 9, Rev 2, in preparing your responses to this letter. In
addition, you will note that new Part 35 and the NUREG generally do not require the submission
of detailed procedures during the licensing process. As described in the NUREG, in many
cases a licensee is required only to supply a statement regarding the development,
implementation, and maintenance of written operating and emergency procedures. Appendix C
of NUREG-1556, Volume 9, Rev. 2 should be helpful in identifying the information required by
NRC to process your request for license renewal.

In order to continue our review, we need the following additional information:

1. Please confirm the name of the licensee; “Molecular Neurolmaging LLC” or “John P. Seibyl,
MD, Molecular Neurolmaging LLC (MNI).”

2. Please provide a total possession limit for 10 CFR 35.300 licensed material (e.g., 400
millicuries) and confirm if only patients releasable pursuant to 10 CFR 35.75 will be treated.
In addition, please clarify the requested use. For instance, is only medical research in
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humans requested (10 CFR Part 35) or are you also requesting bench-top research and/or
research in animals (10 CFR Part 30)? If you are requesting non-human research, please
follow the guidance found in NUREG-1556, Vol. 7 in your response.

3. Please confirm if you will remain as an authorized user.

4. On a detailed version of your facility diagram, please indicate the position of each of the
areas described below and describe the type, dimensions, and thickness of shielding that

you will use.
a. Use and storage of PET radionuclides.
b. Storage of radiopharmaceuticals.
C. Storage of radioactive waste, including decay-in-storage prior to disposal as

nonradioactive waste. If this area is not located within your main department,
describe how you will secure the material.

d. Preparation and dispensing of radiopharmaceuticals (e.g., lead glass L-block,
specifically designed PET shielding, etc.).

In addition, identify adjacent areas across the walls from use and storage locations,
including areas above/below, and show that adequate steps have been taken to assure
that radiation levels in unrestricted areas will not result in doses to individual members of
the public in excess of those specified in 10 CFR 20.1301.

5. Please provide the manufacturer and model number for any sealed sources/devices
possessed in excess of the values provided in 10 CFR 35.65 (e.g. 30 millicuries).

6. In accordance with the guidance provided in NUREG-1556, Vol. 9, please confirm whether
you request to replace your commitments found in Items #10 and #11 (pages 3-8 of your
application) with the following commitments found in Table C.3 of the NUREG:

a. "Radiation monitoring instruments will be calibrated by a person qualified to perform
survey meter calibrations. We reserve the right to upgrade our survey instruments as
necessary as long as they are adequate to measure the type and level of radiation for
which they are used.”

b. "Equipment used to measure dosages will be calibrated in accordance with nationally
recognized standards or the manufacturer's instructions."

c. “When administering dosages of alpha-emitting unsealed byproduct material pursuant to
10 CFR 35.300, in other than unit dosages made by a manufacturer or preparer licensed
under 10 CFR 32.72 or 10 CFR 30.32(j); dosages will be determined by relying on the
provider's dose label for measurement of the radioactivity and a combination of
volumetric measurement and mathematical calculation." Alternatively, you may confirm
that alpha byproduct material will not be used.

d. "Either we will perform a prospective evaluation demonstrating that unmonitored
individuals are not likely to receive, in 1 year, a radiation dose in excess of 10% of the
allowable limits in 10 CFR Part 20 or we will provide dosimetry that meets the
requirements listed under 'Criteria' in NUREG-1556, Vol. 9, Rev. 2, 'Consolidated
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Guidance About Materials Licenses: Program-Specific Guidance About Medical Use
Licenses.”

e. “We have developed and will implement and maintain written procedures for area
surveys in accordance with 10 CFR 20. 1101 that meet the requirements of 10 CFR
20.1501 and 10 CFR 35.70."

f.  “We have developed and will implement and maintain written procedures for safe use of
unsealed byproduct material that meet the requirements of 10 CFR 20.1101 and 10 CFR
20.1301."

g. “We have developed and will implement and maintain written procedures for safe
response to spills of licensed material in accordance with 10 CFR 20.1101."

h. "We have developed and will implement and maintain written waste disposal procedures
for licensed material in accordance with10 CFR 20.1101, that also meet the
requirements of the applicable section of 10 CFR Part 20, Subpart K, and of 10 CFR
35.92."

Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov;
select Nuclear Materials; Medical, Academic, and Industrial Uses of Nuclear Material; then
Regulations, Guidance, and Communications. You may also obtain these documents by
contacting the Government Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is open
from 7:00 a.m. to 6:30 p.m. EST, Monday through Friday (except Federal holidays).

We will continue our review upon receipt of this information. Please reply to my attention at the
Region | Office and refer to Mail Control No. 574761. If you have any technical questions
regarding this deficiency letter, please call Lester Tripp at (610) 337-5358.

If we do not receive a reply from you within 30 calendar days from the date of this letter, we will
assume that you do not wish to pursue your application.

Sincerely,

Original signed by Penny Lanzisera
Penny Lanzisera

Senior Health Physicist

Medical Branch
Division of Nuclear Materials Safety



J. Seibyl 4

DOCUMENT NAME: G:\WordDocs\Current\Lic Def Letter\L06-30624-01.docx

SUNSI Review Complete: LTripp

After declaring this document “An Official Agency Record” it will be released to the Public.

To receive a copy of this document, indicate in the box: “C” = Copy w/o attach/encl “E” = Copy w/ attach/encl “N” = No copy

OFFICE DNMS/RI N | DNMS/RI N | DNMS/RI
NAME LTripp/PL for PLanzisera/PL
DATE 6-10-11 6-10-11

OFFICIAL RECORD COPY




<<
  /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


