
 
 
 
       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 (URO) in Plant 6 West.  To 
support the amendment request, Mallinckrodt previously submitted, on August 7, 2007, a copy of 
the ADelineation 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 Aqualify 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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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 
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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 
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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 at (301) 415-6607, or by email 
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Sincerely, 
 

 /RA/ 
 

Lydia Chang, Chief  
 Special Projects Branch 
 Decommissioning and Uranium Recovery 
   Licensing Directorate 
 Division of Waste Management 
   and Environmental Protection 
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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 
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