February 18, 2016

Ms. Karen Burke, Director
Environmental Remediation
Mallinckrodt Pharmaceuticals
675 McDonnell Boulevard

St. Louis, MO 63042

SUBJECT: TERMINATION OF THE U.S. NUCLEAR REGULATORY COMMISSION
SOURCE MATERIALS LICENSE NO. STB-401 FOR THE MALLINCKRODT
SITE IN ST. LOUIS, MISSOURI

Dear Ms. Burke:

By letter dated December 10, 2015, the U.S. Nuclear Regulatory Commission (NRC) received a
request from Mallinckrodt, LLC. (Mallinckrodt) to terminate NRC Source Materials License No.
STB-401 (Agencywide Documents Access and Management System (ADAMS) Accession No.
ML15364A372). In this request, Mallinckrodt stated that it has completed decommissioning and
decontamination of the Mallinckrodt facility located at 3600 North Second Street, St. Louis,
Missouri in accordance to its approved Phase | Columbium-Tantalum (C-T) Demolition and
Decommissioning Plan (ML020290508, ML020300045, and ML020300079) and its approved
Phase Il C-T Decommissioning Plan DP (ML083150652). Mallinckrodt also stated that it has
completed the removal of Unreacted Ore (URO) burial pits located in Plant 6 in accordance with
the “Request for License Amendment to Remove URO from Plant 6W” (ML073390035), which
was approved in License Amendment No. 4.

On the basis of decommissioning activities carried out by Mallinckrodt, the NRC evaluation of
the Final Status Surveys (FSS) and Final Status Survey Report (FSSR), combined with the
results of NRC’s independent and confirmatory surveys, and on-site inspections, the NRC staff
concluded that the site radiological levels are consistent with the provisions of 10 CFR Part 20,
“Standards for Protection Against Radiation,” section 20.1402, “Radiological criteria for
unrestricted use.” As such, we consider the site acceptable for unrestricted use, and Source
Materials License No. STB-401 is hereby terminated. A safety evaluation report documenting
the NRC staff’s review of Mallinckrodt’s remediation activities and FSSR is enclosed. This,
coupled with Mallinckrodt also providing NRC form 314 and the records required by 10 CFR
40.61(f), meets the requirements of 10 CFR 40.42(;).

The NRC staff reviewed the FSSR, and compared the residual contamination levels to the
trigger values for soil and groundwater in the “Memorandum of Understanding (MOU) between
the U.S. Environmental Protection Agency (EPA) and the NRC on Consultation and Finality on
Decommissioning and Decontamination of Contaminated Sites.” The staff concluded that the
trigger levels for soil and groundwater were met or exceeded. Thus, in accordance with Section
V.C.2 of the MOU, consultation is required. The NRC staff contacted the EPA for their
consultation on June 10, 2015 (ML15131A508). The EPA provided comments on September 8,
2015 (ML15271A065). The NRC responded to the EPA’s comments on January 22, 2016
(ML15345A047). Additionally, the Missouri Department of Natural Resources (MDNR) provided
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comments on December 1, 2015 (ML15338A184), and the NRC responded on February 1,
2016 (ML15351A091).

In its request, Mallinckrodt also requested that the NRC release the $21.1M trust fund
(ML15091A304 and ML15105A274) that currently serves as the financial assurance for the
decommissioning work. In connection with the license termination, the NRC is releasing the
trust.

Also, enclosed is a copy of the Notice of License Termination, which is being sent to the Office
of the Federal Register for publication.

In accordance with 10 CFR 2.390 of the NRC’s “Agency Rules of Practice and Procedure,” a
copy of this letter will be available electronically for public inspection in the NRC Public
Document Room or from the Publicly Available Records component of NRC’s Agencywide
Documents Access and Management System (ADAMS). ADAMS is accessible from the NRC
Web site at http://www.nrc.gov/reading-rm/adams.html.

If you have any further questions, please contact Karen Pinkston at (301) 415-3650 or via email
at Karen.Pinkston@nrc.gov.

Sincerely,

/RA/

John R. Tappert, Director

Division of Decommissioning, Uranium Recovery,
and Waste Programs

Office of Nuclear Material Safety
and Safeguards

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

Enclosures:

1. Final Status Survey Report SER
2. Terminated License

3. Federal Register notice

ccC: Mallinckrodt Distribution List
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