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This document lists observations made by the FDA representative(s) during the inspection of yowr facility. They are inspectional
observations. and do not represent a final Agency determination regarding vour compliance. If vou have an objection regarding an
observation. or have implemented. or plan to implement, corrective action in response 1o an abservation. vou may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any
questions. please contaci FDA at the phone number and address above.

The observations noied in this Form FD1-483 are not an exhausiive lisiing of objectionable conditions. Under ihe law. your
Jirm is responsible for conduciing iniernal self-audits 10 idemify and correet any and all violations of the qualine svsicm
FEQUITeINents.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1

An MDR report was not submitted within 30 days of receiving or otherwise becoming aware of information that reasonably
suggesis that a marketed device may have caused or contributed to a death or serious injury.

Speciﬁcally.l\’iedic;ll Devive Reports (MDR's) were reported Jate by Olvmpus Medical Sysiems Corporation (OMSC)
specific o the TIF-Q 180V duodenoscope related to infection/contamination. January 1. 2010 10 Maych 31, 2015, The TIF-
QISOV duodenoscope is the same madel thatis sold in United States. OMSCisgesponsible for international complaints
requiring MDR submission 1o FDA. The following are three examples of!he-n'm ided by the firm for late submission.

MDR # Date Aware Date Submitted to FDA  Davs Late
SN10047-2015-00210 1172172013 31672015 450
SO10047-2015-00218 472672012 3132015 1021
SO10047-2015-00282 6122014 33172015 262

OBSERVATION 2
Corrective and preventive action activities and/or results have not been adequately documented.

Specifically. Olympus Medical Systemis Corporation (OMSC) conducted a review of Medical Device Reporting (MDR).
OSMC's review required the correction of MDRs that were incorrectly submitted where multiple patient complaints were
under one MDR. The TIF-Q180V duodenoscope related to infection/contamination was identified in these MDRs and is the
same model that is sold in the United States. MDRs 8010047-2015-00216 through 8010047-2015-00230 and §010047-
2015-00232 through 8010047-2015-00237 was submitted on 3/13/2015 as a corrective action without generating a Corrective
and Preventive Action (CAPA).
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