February 26, 2010

Mr. Stanley Hampton
Radiation Safety Officer
Eli Lilly and Company
Mail Drop 2133, MCC20
Lilly Corporate Center
Indianapolis, IN 46285

SUBJECT: RESPONSE TO NOTICE OF VIOLATION (NRC INSPECTION REPORT
030-04330/09-001 (DNMS))

Dear Mr. Hampton:

This acknowledges receipt of your letter dated January 27, 2010, which outlines your
Company’s actions to address a U. S. Nuclear Regulatory Commission (NRC) Notice of
Violation issued December 31, 2009. We have reviewed your actions and believe that
the indicated corrective steps appear to be adequate and have no further questions at
this time. Your corrective actions will be examined during a future inspection.

Within your January 27 letter you also discussed the NRC’s interpretation of a Restricted
Area as defined in 10 CFR 20.1003, versus Eli Lilly’s past interpretation of a Restricted
Area. Your letter further explained that your interpretation and application of the
definition of a Restricted Area appeared to be the primary contributor to the subject
violation. To ensure that this issue was understood, further discussions were conducted
between you and Mr. McCann of my staff during telephone calls on February 9 and
February 19, 2010. During these conversations, Mr. McCann discussed the applicable
NRC requirements, including your license conditions and the commitments tied down in
your license. We appeared to come to a common understanding that some of your
laboratories in your facilities, regardless of whether they are in controlled areas, would
constitute Restricted Areas, consistent with the 10 CFR Part 20 definitions. We also
recognized that many of your laboratories, based on usage, would not be considered
Restricted Areas. These discussions were concluded with your indication that you
understood the NRC'’s definition of a Restricted Area and that you were neither disputing
that definition nor the specific violation cited by the NRC. If our understanding is not
consistent with yours, please do not hesitate to contact us.
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In accordance with 10 CFR 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.

We will gladly discuss any questions you may have regarding this inspection. Do not
hesitate to contact Mr. McCann (630) 829-9856 or myself at (630) 829-9834.

Sincerely,

/RA/

Christine Lipa, Chief

Materials Control, ISFSI, and
Decommissioning Branch

Division of Nuclear Materials Safety

Docket No.: 030-04330
License No.: 13-01133-02
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