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Dear Mr. Bradshaw:

We enclose a copy of the Establishment Inspection Report IEIR) for the inspection
conducted at your premises at Indianapolis, IN on March 9,2011 b1'the U. S. Food and Drug
Administration (FDA). This procedure is applicable to EIRs for inspections completed on or
after April l, 1997. For those inspections completed prior to the above date, a copy of the
EIR may still be made available through the Freedom of Infomation Act (FOIA).

The Agency is working to make its regulatory process and activities more transparent to
regulated industry. Releasing the EIR to you is part of this effort. The copy being provided
to you comprises the narrative portion of the report; it may reflect redactions made by the
Agency in accordance with the FOIA and2l CFR Parl 20. This. hou'ever, does not preclude
you from requesting and possibly obtaining additional information under FOIA.

Any questions regarding this letter or the release of this report should be directed to Sara M.
Ashton, FMD Coordinator, U.S. Food and Drug Administration. 300 River Place, Suite 5900,
Detroit, Michigan 48207 . Also, phone 313-393-81801 fax 3 13-393-8139; email
s ara. ashton@fda. hhs. gov.

Sincerely yours,

16aw'
Brenda W. McCurdl'. Ph.D.
Acting District Director
Detroit District Office
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