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January 24, 2012

U.S. Nuclear Regulatory Commission
ATTN: Document Control Desk
Washington, DC 20555-0001

Re: ReDly to Notice of Violation - Docket No. 030-383861Mail Control 576337

Request for License Amendment - Transfer of License No. 21-32816-01 from Charles
River Discovery and Imaging Services, Inc. to Molecular Imaging, Inc.

This replies to the Nuclear Regulatory Commission's (NRC) Notice of Violation, Violation A, Docket
No. 030-38386, pursuant to NRC's communication of January 18, 2012. Violation A relates to the
transfer of the current license at the 800 Technology Site in Ann Arbor, Mi. NRC communication
appended.

Reason for Violation

On May 10, 2011, Molecular Imaging Research, Inc. submitted to U. S. Nuclear Regulatory
Commission, Region III a request for transfer of the above license. The company had not received
any further response or guidance from Region III regarding the transfer when we were informed of a
planned routine inspection of the facility. In preparation, our Radiation Safety Officer contacted
Region III to get an update on the status of the request for transfer. Region III informed the
company that they had never received the request. Therefore, the company was in violation of
having failed to secure the transfer of the license at the time of the inspection, although the inspector
was convinced based on the evidence presented that the company had, in good faith, submitted the
request in mid-May.

Background

Charles River Discovery and Imaging Services, Inc. (hereinafter, 'Charles River') has discontinued
its operations at the 800 Technology Drive location in Ann Arbor, Michigan, the site subject to the
above referenced license. Charles River sold certain assets, including the majority of fixed assets
and tangible property, at the Ann Arbor site to a new entity formed by a consortium of investors.
This consortium also assumed lease obligations for the facility at 800 Technology Drive and retained
a dozen individuals previously employed by Charles River at the Ann Arbor site. No stock was
involved in the transaction.

As part of the transaction, Charles River agreed to transfer NRC License No. 21-32816-01 (see
letter from Charles River dated 10 May 2011, Attachment I).
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The transaction was executed as an asset purchase agreement between a 'shell' legal entity - MIR
Acquisition, Inc., a Delaware corporation - established by the investor consortium and Charles River.
MIR Acquisition, Inc. also acquired rights to the name 'Molecular Imaging Research, Inc.' as part of
the transaction and has registered to do business as both 'Molecular Imaging Research, Inc.' and
'Molecular Imaging, Inc.' - the latter being the name we are now using. Hereinafter, I will refer to our
company as Molecular Imaging.

Molecular Imaging conducts small animal imaging and drug discovery/pharmacology services for
pharmaceutical and biotechnology companies. This is essentially the same business as was
conducted by Charles River at the Ann Arbor site. Part of the new company formation involved the
purchase of these Charles River assets that are necessary to run this business.

Implications Regarding Transfer of License

As regards this license amendment/transfer request, the following highlight some key aspects of this
change for your consideration:

* The Radiation Safety Officer will remain the same as under the current license - Carol Lentz.

• The Authorized Users remain the same - Patrick McConville, PhD and Deanne Lister, B.Sc.
(The Authorized Users were changed to these names under Amendment 1 of the license,
approved and issued by the NRC on November 10, 2011.)

No changes in the location, facility, equipment or procedures related to the license have
occurred as a result of this transaction. There have been no relocation of the facilities in
which the licensed materials are stored and used, nor is there intention to modify them in the
near-term, post-transaction.

" Molecular Imaging operates under the same SOPs and radiation safety procedures as were
used by Charles River at the site.

* Key personnel involved with the program continue in essentially the same positions post-
transaction, with Patrick McConville, PhD overseeing the operations. Deanne Lister and Erin
Trachet report to Patrick McConville. Patrick McConville reports to the new President/CEO,
Tom Ludlam Jr (see organizational charts, Attachment II).

" All surveillance items and records are current. The status of the surveillance program has
not changed as a result of the transaction.

" The facility is not required to have a decommissioning plan as the license limits for the
sealed sources are below the threshold for financial assurance and recordkeeping for
decommissioning.

" There are no recorded incidents involving public dose, waste disposal by release to sewers
or incineration, radioactive materials spills or on-site burials. Therefore, no records
concerning the above incidents will be transferred to the new licensee.

* The site is currently free of any radioactive contamination. The nature of the isotopes in
possession, coupled with historical survey records, indicate there is not a present concern for
contamination.

* Charles River retains NRC or Agreement State licenses at other Charles River facilities in
other states, but does not hold additional radioactive materials licenses in Michigan.
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Molecular Imaging accepts full liability for the site. No decommissioning of the site is anticipated, as
Molecular Imaging is performing essentially the same services as when the location was operating
as Charles River. However, should decommissioning become necessary, Molecular Imaging will
have financial and personnel resources to decommission per NRC guidelines.

Molecular Imaging fully intends to abide by all commitments and representations previously made by
Charles River to the NRC in the conditions of license No. 21-32816-01, as amended. Upon NRC's
approval of the transfer of the license, Molecular Imaging expects to be in full compliance.

In addition to the proposed amendment related to the transfer, there appears to be a numbering
error, with Section 15 following Section 13.F, the sequencing having skipped the number '14.' We
would ask that NRC correct this numbering error with this amendment, as well.

Given the nature of this change and our need to satisfy customer engaged in critical pharmaceutical
research and development without interruption, we respectfully request expedited review of this
request. If you have any questions, or if we can provide you with any additional information, please
contact Ms. Carol Lentz at (734) 260-7431.

Sincerely,

Tom Ludlam Jr
President and CEO
Molecular Imaging, Inc.
734.926.4200

cc: U.S. Nuclear Regulatory Commission, Region III
ATTN: Bill Reichold
Materials Licensing Branch
2443 Warrenville Road, Suite 210
Lisle, Illinois 60532-4351

cc: U.S. Nuclear Regulatory Commission, Region III
ATTN: Regional Administrator
2443 Warrenville Road, Suite 210
Lisle, Illinois 60532-4351
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Attachment I - Charles River Letter re License Transfer

charles river
accelerating drug developmenL exactly.

Joseph W. LaPlume
Deputy General Counsel
Charles River Laboratories, Inc.
Direct: (781) 222-6315
Fax: (978) 988-5665
E-mail: joseph.laplume@crl.com

May 10, 2011

Dear Sir or Madam:

Re: Transaction between Charles River Laboratories International, Inc.
and MIR Acquisition, Inc.

I am writing to confirm that on April 291h, 2011 Charles River Laboratories International, Inc.
(CRL) completed a transaction to enable a new company ("MIR Acquisition, Inc."), located at
800 Technology Drive, Ann Arbor, MI 48108, to continue imaging operations, including PET
imaging. On April 26kh, 2011, MIR Acquisition, Inc. was incorporated as a Delaware company
(EIN: 45-1791546). MIR Acquisition Inc. will eventually do business as "Molecular Imaging
Research, Inc." The EIN will not change. The commercial use of the new name is expected to
occur within 30 days.

Charles River International, Inc. is transferring NRC radioactive materials license No. 21-32816-
01 to MIR Acquisition, Inc. with this transaction. Charles River Laboratories International, Inc.
agrees to transfer the control of the licensed radioactive material to this new company. MIR
Acquisition, Inc. will assume responsibility for the radioactive materials and all conditions of the

license.

We trust the above explains the change in business ownership and name at the site and the role of
the previous owner, Charles River, in this process.

If you have any questions please do not hesitate to contact me (Joseph LaPlume, CRL) at
781.222.6315 or Tom Ludlam (President/CEO at MIR, Ann Arbor) at 734.821.1063.

Very truly yours,

Joseph W. LaPlume
Deputy General Counsel

Charles River Laboratories, Inc.
251 Ballardvale Street, Wilmington, Massachusetts 01887

Phone: 781-222-6000 • Fax: 978-658-7132
www.criver.conm



GM-ýQ

Attachment II - Molecular Imaging Organization Charts

Org Chart - Leadership
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UNITED STATES
NUCLEAR REGULATORY COMMISSION

REGION III
2443 WARRENVILLE ROAD, SUITE 210

LISLE, ILLINOIS 60532-4352
January 18, 2012

Mr. Patrick McConville
Director of Imaging Services
Charles River Discovery and

Imaging Services-Ann Arbor
800 Technology Drive
Ann Arbor, Michigan 48108

SUBJECT: NRC ROUTINE INSPECTION REPORT 03038386/11-001 (DNMS) AND
NOTICE OF VIOLATION - CHARLES RIVER DISCOVERY AND IMAGING
SERVICES - ANN ARBOR

Dear Mr. McConville:

On November 8, 2011, a U.S. Nuclear Regulatory Commission (NRC) inspector conducted a
routine inspection at your Ann Arbor, Michigan facility, with continuing in-office review through
December 20, 2011. The purpose of the inspection was to review activities performed under
your NRC license to ensure that activities were being performed in accordance with NRC
requirements. The in-office review included a review of the amendment request for the change
of ownership and authorized users. Mr. Bill Lin of my staff and Lizette Roldan-Otero, Ph.D, of
NRC Region IV, held a final exit meeting with your Radiation Safety Officer (RSO) Ms. Carol
Lentz by telephone on December 21, 2011.

During this inspection, the NRC staff examined activities conducted under your license related
to public health and safety. Additionally, the staff examined your compliance with the
Commission's rules and regulations as well as the conditions of your license. Within these
areas, the inspection consisted of selected examination of procedures and representative
records, observations of activities, and interviews with personnel.

Based on the results of this inspection, the NRC has determined that two Severity Level IV
violations of NRC requirements occurred. The violations were evaluated in accordance with the
NRC Enforcement Policy. The current Enforcement Policy is included on the NRC's Web site at
http:/Awww.nrc.,ovlabout-nrc/recqulatory/enforcementlenforce-pol.html. The violations
concerned the failure to: (1) receive the consent of the NRC in writing before transferring
controlled of your NRC license, as required by Title 10 of the Code of Federal Regulations
(CFR) Part 30.34(b); and (2) have the individuals specifically named on your license as
authorized users. The individuals who were named on the license were no longer employed by
Charles River Discovery and Imaging as of April 2011. The root cause of these violations was
the licensee failed to follow up with the NRC to ensure the amendment request was received by
the NRC prior to making the changes. The NRC did not receive the aforementioned
correspondence.
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The violations are cited in the enclosed Notice of Violation (Notice). The NRC is citing the
violations because the inspector identified the violations.

You are required to respond to Violation A in the enclosed Notice (failure to receive written
consent from the NRC prior to transferring control of Charles River Discovery and Imaging
Services NRC materials license) and should follow the instructions specified in the Notice when
preparing your response. The NRC will use your response, in part, to determine whether further
enforcement action is necessary to ensure compliance with regulatory requirements.

Your corrective action for Violation B in the enclosed Notice (failure to have authorized users
listed on your NRC materials license, your staff submitted an amendment request on
November 8, 2011) included submitting an amendment request, which was approved and
issued on November 10, 2011. In addition, to prevent recurrence of this violation, on
November 8, 2011, during the inspection, your staff discussed their understanding of the need
to follow up with NRC staff, to ensure that any future amendment requests sent are approved
prior to implementing the requested actions. As such, you are now in compliance with NRC
requirements regarding specifically naming authorized users on your license.

The NRC has concluded that information regarding the reason for Violation B, the corrective
actions taken and planned to correct the violation and prevent recurrence, and the date when
full compliance was achieved is already adequately addressed on the docket in this letter.
Therefore, you are not required to provide a response to Violation B in the enclosed Notice
unless the description herein does not accurately reflect your corrective actions or your position.
In that case, or if you choose to provide additional information, you should follow the instructions
specified in the enclosed Notice.

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter, its
enclosure, and your response, will be made available electronically for public inspection in the
NRC Public Document Room or from the NRC Agencywide Documents Access and
Management System (ADAMS), accessible from the NRC Web site at httD://www.nrc.gov/
reading-rm/adams.html. To the extent possible, your response should not include any personal
privacy, proprietary, or safeguards information so that it can be made available to the public
without redaction.
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Please feel free to contact Bill Lin of my staff if you have any questions regarding this
inspection. Mr. Lin can be reached at (630) 829-9829.

Sincerely,

Tamara E. Blgormer, Chief
Materials Inspection Branch
Division of Nuclear Materials Safety

Docket No. 030-38386
License No. 21-32816-01

Enclosure:
Notice of Violation

cc (wlencl): Ms. Carol Lentz, RSO
State of Michigan



NOTICE OF VIOLATION

Charles River Discovery and Docket No. 030-38386
Imaging Services-Ann Arbor License No. 21-32816-01

Ann Arbor, Michigan

During a U.S. Nuclear Regulatory Commission (NRC) inspection conducted on November 8, 2011,
with continuing in-office review through December 20, 2011, two violations of NRC requirements
were identified. In accordance with the NRC Enforcement Policy, the violations are listed below:

A. Title 10 of the Code of Federal Regulations (10 CFR) Part 30.34(b) requires that no
license issued or granted pursuant to the regulations in this Part and Part 31
through 36, and 39 nor any right under a license shall be transferred, assigned or in
any manner disposed of, either voluntarily or involuntarily, directly or indirectly,
through transfer of control of any license to any person, unless the Commission
shall, after securing full information, find that the transfer is in accordance with the
provisions of the Atomic Energy Act (the Act) and shall give its consent in writing.

Contrary to the above, on April 29, 2011, the licensee failed to receive consent in
writing from the NRC Commission prior to transferring control of the license in
accordance with 10 CFR Part 30.34(b). Specifically, the licensee transferred their
NRC radioactive materials license to MIR Acquisition without the Commission's
consent in writing determining that the transfer was in accordance with the provision
of the Act.

This is a Severity Level IV violation (Section 6.3).

B. NRC License No 21-32816-01, Condition 11, states licensed material shall only be
used by, or under the supervision of William Elliott, Ph.D. and Vinod Kaimal Ph.D.

Contrary to the above, as of April 29, 2011, the licensee failed to limit licensed
material use to, or supervision under William Elliott, Ph.D. and Vinod Kaimal Ph.D.
Specifically, as of April 29, 2011, William Elliott, Ph.D. and Vinod Kaimal Ph.D. were
no longer employed by Charles River Discovery and Imaging Services-Ann Arbor
and two individuals not named on the license continued to perform experiments
using licensed material at Charles River Discovery without being authorized by
license or under the supervision of the authorized individuals.

This is a Severity Level IV violation (Section 6.3).

Pursuant to the provisions of CFR 2.201, Charles River Discovery and Imaging Services-Ann
Arbor is hereby required to submit a written statement or explanation regarding Violation A, to
the U.S. Nuclear Regulatory Commission, ATTN: Document Control Desk, Washington,
DC 20555-0001, with a copy to the Regional Administrator, Region III, within 30 days of the date
of the letter transmitting this Notice of Violation (Notice). This reply should be clearly marked as
a "Reply to a Notice of Violation" and should include: (1) the reason for the violation, or, if
contested, the basis for disputing the violation or severity level; (2) the corrective steps that
have been taken and the results achieved; (3) the corrective steps that will be taken; and (4) the
date when full compliance will be achieved. Your response may reference or include previously
docketed correspondence, if the correspondence adequately addresses the required response.

Enclosure
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If an adequate reply is not received within the time specified in this Notice, an order or a
Demand for Information may be issued as to why the license should not be modified,
suspended, or revoked, or why such other action as may be proper should not be taken. Where
good cause is shown, consideration will be given to extending the response time.

For Violation B (above), the NRC has concluded that information regarding the reason for the
violation, the corrective actions taken and planned to correct the violation and prevent
recurrence, and the date when full compliance was achieved, is already adequately addressed
on the docket in the letter transmitting this Notice. However, you are required to submit a
written statement or explanation pursuant to 10 CFR 2.201 if the description therein does not
accurately reflect your corrective actions or your position. In that case, or if you choose to
respond, clearly mark your response as a "Reply to a Notice of Violation, IR 03038386/
11-001 (DNMS)," and send it to the U.S. Nuclear Regulatory Commission, ATTN: Document
Control Desk, Washington, DC.

If you contest this enforcement action, you should also provide a copy of your response, with
the basis for your denial, to the Director, Office of Enforcement, U.S. Nuclear Regulatory
Commission, Washington, DC 20555-0001.

In accordance with 10 CFR 19.11, you may be required to post this Notice within two working
days of receipt.

Dated this 18th day of January 2012.


