UNITED STATES

NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555-0001

October 20, 2016
APPLICANT: Northwest Medical Isotopes, LLC

SUBJECT: SUMMARY OF AUGUST 11, 2016, PUBLIC MEETING WITH NORTHWEST
MEDICAL ISOTOPES, LLC (TAC NO. MF6138)

On August 11, 2016, a Category 1 public meeting was held between the U.S. Nuclear
Regulatory Commission (NRC) staff and representatives of Northwest Medical Isotopes, LLC
(NWMI) at NRC Headquarters, One White Flint North, 11555 Rockville Pike, Rockville,
Maryland. The purpose of this meeting was to discuss NWMTI’s planned submittal of an
operating license application for its proposed molybdenum-99 (Mo-99) medical isotopes
production facility. A portion of this meeting was closed to the public to discuss security-related
and proprietary information related to the specifics of design and operation of the proposed
medical isotope production facility. The meeting notice and agenda, dated July 29, 2016, are
available in the Agencywide Documents Access and Management System (ADAMS) Accession
No. ML16223A156. A list of meeting attendees is provided as an enclosure.

The NRC staff opened the meeting providing a status update on the environmental and
construction permit application review. The NRC staff informed NWMI that the review of the
environmental and construction permit application is on schedule. NWMI representatives then
provided a general project status update on its proposed medical isotope facility to be located in
Discovery Ridge Research Park, Columbia, Missouri. NWMI representatives presented an
overview of its proposed change control and design change processes to be implemented prior
to and during construction. NWMI representatives also shared some potential project
challenges such as licensing strategies, integration of Title 10 of the Code of Federal
Regulations (10 CFR) Part 50, “Domestic Licensing of Production and Utilization Facilities,” and
10 CFR Part 70, “Domestic Licensing of Special Nuclear Material,” and change control during
construction. The NRC staff and NWMI agreed to conduct a future public meeting regarding a
proposed 10 CFR Parts 50 and 70 crosswalk in detail. NWMI also discussed pre-construction
activities and what constituted construction and excavation. The NRC staff directed NWMI to
the definition of construction in 10 CFR 50.2 and construction activities in 10 CFR 50.10. The
NRC staff informed NWMI representatives that they can submit a proposal for non-construction
activities for NRC review. During the meeting, NWMI expressed concerns with submitting
documents using the Electronics Information Exchange (EIE) system because of certain
limitations of the EIE system. During the meeting, the NRC staff endorsed the use of the EIE
system for supporting efficient and prompt document submission. NWMI representatives
informed the NRC staff that it has not attempted to use the EIE system within the last year. No
questions from the public were presented to the NRC staff during the public comment period of
the meeting. Further details on the public meeting are included in the presentation slides
(ADAMS Accession No. ML16221A037).

During the closed portion of the meeting, NWMI went into proprietary-level detail related to
research and development and operating license schedule for its proposed Mo-99 production
process. Additionally, the NRC staff discussed security-related information regarding the
development of NWMI’s safeguards information program physical security plan, and material
control and accounting program.
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Please direct any inquiries to me at 301-415-2856 or Michael.Balazik@nrc.gov.

/RA/

Michael F. Balazik, Project Manager
Research and Test Reactors Licensing Branch
Division of Policy and Rulemaking

Office of Nuclear Reactor Regulation
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PUBLIC MEETING WITH NORTHWEST MEDICAL ISOTOPES
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