November 1, 2011

Mr. Thomas Adkins

Senior Vice President

Roche Diagnostics Operations, Inc.
9115 Hague Road

Indianapolis, IN 46250

SUBJECT: RESPONSE TO NOTICE OF VIOLATION DATED SEPTEMBER 30, 2011
Dear Mr. Adkins:

The purpose of this letter is to acknowledge receipt of the letter from Roche Diagnostics
Operations, Inc., dated October 25, 2011, in response to the U.S. Nuclear Regulatory
Commission’s (NRC) letter dated September 30, 2011, transmitting a Notice of Violation.

In the letter, your Director of Safety, Health and Environmental Protection, Mr. Kevin Gara, CIH,
identifies the corrective actions that your company has taken or plans to take to address the
violation. The NRC has reviewed the corrective actions, which appear to be adequate, and has
no further questions at this time. The NRC also accepts the clarification Mr. Gara included
concerning Roche Diagnostics staff members’ understanding of the reporting requirements.
The actions Roche Diagnostics Operations, Inc. has taken, and plans to take, to address the
violations will be examined during a future inspection.

In accordance with Title 10 Code of Federal Regulations 2.390 of the NRC’s “Rules of Practice,”
a copy of this letter will be available electronically for public inspection in the NRC Public
Document Room or from the NRC's Agencywide Documents Access and Management

System (ADAMS), accessible from the NRC Web site at http://www.nrc.gov/reading-
rm/adams.html.

Sincerely,

/RA/

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

Docket No. 030-34052
License No. 13-24532-02

CC: Kevin Gara, Director of Safety, Health & Environmental Protection
Thomas Schumacher, Radiation Safety Officer
Katie Franssen, Health and Safety Professional
State of Indiana
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