
  

 
 
 

October 18, 2011 
 
 
 
MEMORANDUM TO: License File No. 21-32817-01MD 
 
THRU: Patricia J. Pelke, Chief  /RA/ 
 Materials Licensing Branch 
 Division of Nuclear Materials Safety 
 
FROM: Colleen Carol Casey, Health Physicist  /RA/ 
 Materials Licensing Branch  
 Division of Nuclear Materials Safety 
 
SUBJECT: LICENSING SITE VISIT FOR LAKEVIEW DIAGNOSTIC, LLC 

HARRISON TOWNSHIP, MICHIGAN 
 
DATE OF VISIT: APRIL 20, 2011 
 
PURPOSE OF VISIT: TO EVALUATE THE ADEQUACY OF THE APPLICANT’S FACILITIES 

AND EQUIPMENT, DISCUSS DEFICIENT ITEMS IN ITS NEW 
LICENSE APPLICATION AND ASSESS ITS BUSINESS INTENTIONS 
FOR SAFETY AND SECURITY PURPOSES 

 
Two representatives from the Materials Licensing Branch participated in this licensing site visit.  
This pre-licensing site visit was conducted in accordance with NUREG 1556, Vol. 20, 
“Consolidated Guidance About Materials Licenses:  Program-Specific Guidance About 
Administrative Licensing Procedures,” to evaluate the adequacy of the applicant’s facilities and 
equipment, discuss deficient items in its new license application and assess its business 
intentions for safety and security purposes. 
 
Observations: 
 
The licensee submitted an application for a new license dated December 27, 2010, 
accompanied by a letter dated December 27, 2010.   
 
The reviewer transmitted deficiency correspondence to the applicant via facsimile on  
April 3, 2011.  The additional information and clarifications requested by the reviewer to resolve 
issues in the original application were somewhat extensive.  In discussions with the applicant, it 
was agreed to void the application on April 3, 2011, and to conduct the site visit on  
April 20, 2011.  
 
 
CONTACT: Colleen Carol Casey 
  (630) 829-9841 
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The deficient items would be discussed in greater detail during the site visit and the applicant 
would then provide an appropriate written response.  A written response from the applicant was 
dated April 18, 2011, and received April 19, 2011.  The responses and original deficiencies were 
discussed during the April 20, 2011, site visit.  A subsequent response letter was dated  
April 21, 2011, and received April 27, 2011.  The new license was issued on May 14, 2011. 
 
The regional participants in this site visit were Colleen Carol Casey, Health Physicist,  
MLB – DNMS, and Sara Forster, Health Physicist, MLB – DNMS.  The applicant participants 
were David W. Schmitt, R.Ph, Pharmacy Manager, President, and proposed Radiation Safety 
Officer (RSO), and his associate, Barbara Reidel, the financial officer and accountant. 
 
As the applicant had a different, pre-existing nuclear pharmacy license based in the 
metropolitan Detroit, Michigan area, it was already servicing its intended customers.   
 
However, this second pharmacy is located 45 miles away from the first pharmacy and it is 
located closer to about 75% of its customers, which enables easier service and improved 
timeliness for delivery of patient care.  In addition, there is an escalating situation with local 
government officials involving continued siting for the pre-existing pharmacy that is expected to 
resolve in the near future with the closure and/or relocation of that site.  Depending on when 
that happened, having this second license and facility would be a significant good business 
practice.  This background information was provided by Mr. Schmitt and Ms. Reidel during the 
site visit. 
 
The reviewers toured the facility by following the “normal work flow” through the pharmacy.  The 
tour commenced with the beginning of operations activity, i.e., the couriers’ afterhours 
radioactive package drop-off area, through all of the restricted work areas for package  
check-in/surveys, generator storage and elution, kit preparation, QA/QC, dose drawing and 
packaging stations, shipping preparations, hand and foot egress survey stations, safe handling 
procedures and equipment for airborne radioactive materials and waste disposal/decay areas, 
including decay-in-storage shielded canisters.  The tour ended with the unrestricted areas for 
offices, a break room, rest areas, the vehicle loading area carport, etc. 
 
The reviewers did not note any discrepancies between the diagrams and the actual completed 
facilities and the facilities appeared to be adequate for use as described. 
 
The facilities appeared to be well-designed with a logical work flow path, adequate shielding and 
sufficient workspace to permit implementation of as low as reasonably possible (ALARA) 
principles in the radiation safety program elements of licensed activities.  A deficiency identified 
with the designation of the couriers’ afterhours radioactive package drop-off area as an 
“unrestricted area” was addressed by the reviewer.  This area meets the definition of a 
“restricted area” in Title 10 of the Code of Federal Regulations (CFR) 20.1003 and should be 
reclassified as such.  The applicant’s representatives agreed to change this area’s designation 
accordingly and to secure it as a restricted area for the courier, which was accomplished in the 
subsequent deficiency response dated April 21, 2011. 
 
Several radiation safety program elements were verbally clarified, as identified in the deficiency 
conversation record, and what constituted acceptable responses were discussed.  These items 
included requests made in the original application for depleted uranium shielding, materials in  
10 CFR 31.11 and cesium-137 for survey instrument calibration; a sample dose label issue that 
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incorrectly identified outdated regulations and references in  “10 CFR 35.14” and “Group I;” a 
mailing address and location of use address discrepancy issue; inconsistencies in the 
completion of the application in Appendix D to NUREG 1556,Vol. 13, Rev. 1; the consent of the 
proposed RSO to accept the position and understand the duties and responsibilities as RSO; 
concerns about zoning for the pharmacy location, as it appeared to be located in a residential 
neighborhood; the inclusion of 64 pages of extraneous Hazardous Materials (HAZMAT), 
Department of Transportation (DOT), Quality Management Program and Regulatory Guide  
10.8 training and references that the U.S. Nuclear Regulatory Commission (NRC) did not 
request or need to review in licensing space; discrepancies noted in the application about 
whether iodine-131 and xenon-133 would be manipulated under the license and whether air 
monitoring for iodine-131 would be provided; whether shielded pulley systems for dose drawing 
stations would be utilized; confirmation that bioassays would be performed on radiation workers 
who may be exposed to volatile iodine-131, including the provision of comprehensive 
procedures and a description of equipment for the bioassay program; and discrepancies with 
regard to the application for Amanda M. Miller, R.Ph. to become an Authorized Nuclear 
Pharmacist. 
 
No other deficiencies were identified with respect to the proposed facilities and radiation safety 
program elements. 
 
The reviewer also verified that the applicant had procured equipment, hired or interviewed 
prospective staff, purchased delivery vehicles, and built-out its facilities in order to commence 
operation of the commercial nuclear pharmacy business as soon as it obtained the NRC 
license.  No other issues were identified by the reviewer during this portion of the site visit. 
 
Conclusion: 
 
The NRC evaluation of the applicant’s facilities, business operations, radiation safety program/ 
license application and proposed staffing provided the reviewers with valuable first-hand 
information to discern its intentions regarding the license.  It also afforded an opportunity to 
efficiently discuss and verbally clarify deficient items in the application, to better understand the 
applicant’s siting problems with its licenses and to establish a “safety and security- focused” 
dialogue with the applicant’s proposed RSO and management representatives. 
 
License No. 21-32817-01MD  
Docket No. 030-38442



  

License File No. 21-32817-01MD  -3- 
 
incorrectly identified outdated regulations and references in  “10 CFR 35.14” and “Group I;” a 
mailing address and location of use address discrepancy issue; inconsistencies in the 
completion of the application in Appendix D to NUREG 1556,Vol. 13, Rev. 1; the consent of the 
proposed RSO to accept the position and understand the duties and responsibilities as RSO; 
concerns about zoning for the pharmacy location, as it appeared to be located in a residential 
neighborhood; the inclusion of 64 pages of extraneous Hazardous Materials (HAZMAT), 
Department of Transportation (DOT), Quality Management Program and Regulatory Guide  
10.8 training and references that the U.S. Nuclear Regulatory Commission (NRC) did not 
request or need to review in licensing space; discrepancies noted in the application about 
whether iodine-131 and xenon-133 would be manipulated under the license and whether air 
monitoring for iodine-131 would be provided; whether shielded pulley systems for dose drawing 
stations would be utilized; confirmation that bioassays would be performed on radiation workers 
who may be exposed to volatile iodine-131, including the provision of comprehensive 
procedures and a description of equipment for the bioassay program; and discrepancies with 
regard to the application for Amanda M. Miller, R.Ph. to become an Authorized Nuclear 
Pharmacist. 
 
No other deficiencies were identified with respect to the proposed facilities and radiation safety 
program elements. 
 
The reviewer also verified that the applicant had procured equipment, hired or interviewed 
prospective staff, purchased delivery vehicles, and built-out its facilities in order to commence 
operation of the commercial nuclear pharmacy business as soon as it obtained the NRC 
license.  No other issues were identified by the reviewer during this portion of the site visit. 
 
Conclusion: 
 
The NRC evaluation of the applicant’s facilities, business operations, radiation safety program/ 
license application and proposed staffing provided the reviewers with valuable first-hand 
information to discern its intentions regarding the license.  It also afforded an opportunity to 
efficiently discuss and verbally clarify deficient items in the application, to better understand the 
applicant’s siting problems with its licenses and to establish a “safety and security- focused” 
dialogue with the applicant’s proposed RSO and management representatives. 
 
License No. 21-32817-01MD  
Docket No. 030-38442 
 
 
 
 
 
 
DOCUMENT NAME:  G:\DNMSIII\Work in progress\MEMO- LAKEVIEW DIAGNOSTIC - HSsitevisit rept version.docx  

 Publicly Available  Non-Publicly Available  Sensitive  Non-Sensitive 
To receive a copy of this document, indicate in the concurrence  box "C" = Copy without attach/encl "E" = Copy with attach/encl  "N" = No copy 

OFFICE RIII DNMS C RIII DNMS C RIII DNMS N RIII  

NAME CCCasey:mb CCC SAForster SAF PJPelke PJP  

DATE 10/17/11 10/18/11 10/18/11  

 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


