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Depuy Orthopaedics, Inc.
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09/13/2004 - 09/21/2004
FElI'lUMBER

1818910

STREET ADDRESS

PO Box 988
700 Orthopaedic Drive
TYPE ESTABlISHMENT INSPECTED

Medical Device Manufacturer

This document lists observations made by the FDA representative(s) during the inspection afyour facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. Ifyou have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. Jfyou have any
questions, please contact FDA at the phone number and address above.

IThe observations noted in this Form FDA·483 are not an exhaustive listing ofobjectionable conditions. Under the law, your
firm is responsible for conducting internal self-audits to identify andcorrect any andall violations ofthe quality system
requirements.

DURING AN INSPECTION OF YOUR FIRM I OBSERVED:

OBSERVATION 1

Procedures to control the design process ofthe device were not complete.

Specifically, risk analysis procedures do not document the mechanism by which unacceptable risks are determined.
--
Annotation: Reported corrected" not verified

loaSERVAnON 2

Procedures for defining and documenting design output in tenns that allow an adequate evaluation ofconformance to design
input requirements were not complete.

Specifically, procedures used to identitY design outputs essential to the proper functioning ofdevices designed by the firm
have not been documented.
--
Annotation: Reportedcorrected, not verified
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