October 16, 2007

Karen Burke

Director, Environmental Remediation
Covidien

Mallinckrodt Inc.

675 McDonnell Boulevard
Hazlewood, MO 63042

SUBJECT:  MALLINCKRODT LICENSE AMENDMENT REQUEST
DATED AUGUST 13, 2007, FOR PLANT 6W UNREACTED ORE REMOVAL,
MALLINCKRODT SITE, ST. LOUIS, MISSOURI

Dear Ms. Burke:

On August 13, 2007, Covidien Mallinckrodt Inc. (Mallinckrodt) requested that the U.S. Nuclear
Regulatory Commission (NRC) amend its radioactive materials license to incorporate
procedures for the removal of Columbium-Tantalum unreacted ore (URQO) in Plant 6 West. To
support the amendment request, Mallinckrodt previously submitted, on August 7, 2007, a copy of
the “Delineation Agreement between Mallinckrodt and the US Army Corps of Engineers for
Responsibilities at Plant 6 West.”

On August 23, 2007, NRC staff acknowledged the receipt of Mallinckrodt’s amendment request,
and began the amendment review process. Our review process consists of an administrative
acceptance review, to identify significant issues or data gaps that would preclude approval of the
licensee’s request, followed by a more detailed technical review.

We have completed our administrative acceptance review of your license amendment request,
and the supporting Delineation Agreement between Mallinckrodt and the US Army Corps of
Engineers (USACE), and have concluded that inconsistencies between the amendment request
and Delineation Agreement are significant enough to preclude the NRC staff from proceeding
with its detailed technical review. Before the staff can proceed with its detailed technical review,
Mallinckrodt must address the following issue:

Based on information in the Delineation Agreement and amendment request, it is not clear
who is accepting responsibility for the contaminated soil remaining in the Plant 6 West area_
after remediation by USACE. In its amendment request Mallinckrodt states that once the
URO has been removed, all of the remaining soil in the Plant 6 West area is solely under the
purview of the Formerly Utilized Sites Remedial Action Program (FUSRAP) and any further
remediation is the responsibility of USACE. The Delineation Agreement is not necessarily
consistent with Mallinckrodt’s position regarding the status of soil remaining in the Plant 6
West area because it states that only soil and waste that “qualify under the Utilized Sites
Remedial Action Program” would be remediated by USACE.

It is important to understand Plant 6 West soil delineation because the amendment request
states that the C-T trenches will be backfilled by USACE after remediation of the deeper
soils. Unless USACE agrees that after URO removal it is responsible for all remaining soil in
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Plant 6 West under the 1998 ROD, Mallinckrodt is responsible for demonstrating, through
final status surveys, that remaining soil in Plant 6 West will not preclude the site from
meeting the requirements of the License Termination Rule.

In addition, Mallinckrodt verbally requested that the Delineation Agreement be considered
proprietary information and therefore withheld from the public disclosure. On August 23, 2007,
NRC requested that Mallinckrodt provide the information prescribed in 10CFR2.390, to support
its request to withhold the delineation Agreement from public by September 1, 2007. During a
phone conversation on September 13, 2007, NRC informed Mallinckrodt that the staff will
suspend any and all reviews of its amendment request if the supporting information required by
10CFR2.390 was not received by September 21, 2007. In a letter dated September 27, 2007,
Mallinckrodt submitted an affidavit to support its request to withhold the Delineation Agreement
from public disclosure. However, the affidavit does not justify how public disclosure of the
Delineation Agreement would cause substantial harm to the competitive position of the owner.
Further, the Delineation Agreement does not contain the proper markings as required by
10CFR2.390(b). Therefore, NRC is rejecting receipt of the Delineation Agreement and returning
it to Mallinckrodt (see Enclosure).

To avoid additional delays in reviewing Mallinckrodt’'s amendment request, it would be beneficial
to have a meeting to discuss our concerns and to ensure that the revised request contains the
necessary information for the staff to proceed with its review. In addition, Mallinckrodt must
resubmit the Delineation Agreement along with the information prescribed in 10CFR2.390 to
support its request to withhold the Delineation Agreement from public, if you conclude that it
meets the criteria for withholding.

Please note that until Mallinckrodt’s license amendment request is approved by the staff, and
incorporated into its license, Mallinckrodt is not authorized to remove the Columbium-Tantalum
URO in Plant 6 West. If you have any questions on these matters, please contact Mr. John
Buckley (301-415-6607, or by email at jtb@nrc.gov.

Sincerely,

Lydia Chang, Chief

Special Projects Branch

Decommissioning and Uranium Recovery
Licensing Directorate

Division of Waste Management
and Environmental Protection

Office of Federal and State Materials
and Environmental Management Programs

Docket No: 40-6563
License No: STB-401

Enclosure:
Mallinckrodt and USACE Delineation Agreement,
dated August 7, 2007 (Addressee only)

cc: Mallinckrodt Service List
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cc. Mallinckrodt Service List

Patricia H. Duft

Vice President, Legal
Covidien

Malinckrodt Inc.

675 McDonnell Boulevard
Hazlewood, MO 63042

Henry Morton

Morton Associates
10421 Masters Terrace
Potomac, MD 20854

Larry Erickson, Chief

Federal Facilities Section

Missouri Department of Natural Resources
P.O.Box 176

Jefferson City, MO 65102-0176

Aaron Schmidt, Unit Chief

Federal Facilities Section

Missouri Department of Natural Resources
P.O.Box 176

Jefferson City, MO 65102-0176

Jo Anne Wade

Missouri Department of Natural Resources
Hazardous Waste Program

917 N. Hwy 67, Suite 104

Florissant, MO 63031

Sharon Cotner

U.S. Army Corps of Engineers
FUSRAP

8945 Latly Avenue

Berkley, MO 63134




<<
  /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


