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1. Summar
. Summary
2. Document Abstract
This Regulatory Intelligence Report (RIR) contains all FDA inspection documents obtained by Cortellis through FDA FOIA request office.
3. Reason For Update FDA inspection documents include the following reports:
4. Mentioned - Establishment Inspection Report (EIR): detailed record of an inspection written by FDA inspectors after each inspection conducted.
TEEITTET S - FDA Form 483: when an investigator has observed any violations of the Food, Drug, and Cosmetic (FD&C) Act and related Acts, a Form 483 is sent to the company. This is a summary of the deficiencies found
during the inspection to bring the company into compliance. Sometimes, if no
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Link to Inspection  |Inspection Inspection . . L . Type of Establishment . o L. . Available
., , FDA Inspector FDA District Office |Center |Company or Individual Inspected |Country/Region Project Area District Decision Inspection Type Related Letters
Report Starting Date—— Ending Date Inspected Record-
- - - - - A d - - T - -
Es1896 06-3-2022 09-3-2022 Beltran, Esteban Foreign Inspection  |[CDRH  |Olympus Medical Systems Corporation|Japan Specification developer Postmarket assurance:  |Official action indicated Not available 483 358208 (Warning letter)
devices
Es0155 15-8-2022 18-8-2022 Smith, Stephen C. Foreign Inspection  |[CDRH  |Centro de Construccion de South Africa Manufacturer Compliance: devices Voluntary action indicated  |Not available 483
Cardigestimuladores del Uruguay SA
B73a25 18-7-2022 21-7-2022 Marrero, Felix J. Foreign Inspection  |CDRH _ |Getsch+Hiller Medizintechnik GmbH _|Germany Device manufacturer Compliance: devices Official action indicated Not available 483 359804 (Warning letter)
R51902 30-5-2022 02-6-2022 Laufmann, Catherine |Foreign Inspection  |CDRH  |Oticon Medical France Manufacturer Compliance: devices Mot available Mot available 183
1.
E52925 16-5-2022 19-5-2022 Creighton, Sean T.  |Foreign Inspection  |CDRH__ |Abbott Point of Care Canada Ltd. Canada Manufacturer Compliance: devices Official action indicated Not available 133 363296 (Warning letter)
B79521 15-9-2021 26-9-2021 Marrero, Felix 1. Foreign Inspection  |CDRH_ |Unimicro Medical Systems-Shenzhen | China Device manufacturer Compliance: devices Voluntary action indicated  |Not available ﬁBS 344525 (Warning letter)
B50516 27-1-2020 30-1-2020 Goodrich, Rosanna _ |Foreign Inspection  |CDRH | Laboratorios Dentales De Zona Franca|Costa Rica Device manufacturer Compliance: devices Official action indicated Not available 483 336214 (Warning letter)
B43490 20-1-2020 23-1-2020 Sciacchitana, John A. |Foreign Inspection  |CDRH  |Sooil Development Co Ltd. South Korea Manufacturer Compliance: devices Voluntary action indicated  |Not available 483
Ba3a87 13-1-2020 16-1-2020 Sciacchitano, John A. |Foreign Inspection  |CDRH  [PIXXGEN Corporation South Korea Device manufacturer Postmarket assurance:  [Voluntary action indicated  |Not available 483
devices
Bs0500 07-1-2020 10-1-2020 Duong, Thai T. Foreign Inspection  |CDRH__ |Bk Meditech Co. Ltd. South Korea Device manufacturer Compliance: devices Official action indicated Not available 483
Ba6254 06-1-2020 09-1-2020 Montero, James R, |Foreign Inspection  |CDRH  |Co-Innovation Biotech Co. Ltd. China Device manufacturer Postmarket assurance:  |Voluntary action indicated  |Not available 483
devices
E52929 28-10-2019 31-10-2019 Rodriguez, Karen M. |Foreign Inspection  |CDRH _ |Bedfont Scientific United Kingdom _ |Manufacturer Compliance: devices Official action indicated Not available 133
Bo7622 27-10-2019 30-10-2019 Laufmann, Catherine |Foreign Inspection  |CDRH  |lieying Laboratory Canada Manufacturer Compliance: devices Mot available Not available 483
.
B19997 07-10-2019 10-10-2019 Pulver, Janet Foreign Inspection  |CDRH | Global Medical Technology SL Spain Device manufacturer Compliance: devices Official action indicated Not available 483
Bs56103 13-5-2013 21-5-2013 Khan, Farhana Foreign Inspection  |CDRH  |Dr. Reddy's Laboratories Ltd. India Manufacturer Compliance: devices Voluntary action indicated  |Not available 483
B56109 13-6-201% 21-6-2015 Burgos Garcia, Foreign Inspection  |CDRH  |Dr. Reddy's Laboratories Ltd. India Manufacturer Compliance: devices Voluntary action indicated  |Mot available 483
Manica C.
E56136 03-6-2015 11-6-2015 Khan, Farhana Foreign Inspection  |CDRH__ |Sun Pharmaceutical Industries Ltd. India Manufacturer Compliance: devices Voluntary action indicated  |Not available 483
Bs6136 03-5-2019 11-5-2019 Burgos Garcia, Foreign Inspection  |[CDRH  |Sun Pharmaceutical Industries Ltd. India Manufacturer Compliance: devices Voluntary action indicated  [Not available 483
Monica C.
E19213 27-5-2015 30-5-2015 Duong, Thai T. Foreign Inspection  |CDRH_ |ITL Asia Pacific Sdn Bhd Malaysia Device manufacturer Compliance: devices Official action indicated Not available 483 3065962 (Warning letter)
E§1 29N FTRIIMK 02N R vt awalelil Achlow Fnrainn Incnarctinn rmMRH Moroto Madiral Grhd Rarmanu Snorifiratinn dovalnnor ramnlianro: dovicoc Vnlnntane artinn indicratard Mt availahla ﬁcn 251722 NWarninm lattor)
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Summary

Abstract

Inspection of: Olympus Medical Systems Corporation (Tokyo, Japan)
Region: Foreign Inspection

Type of Establishment: Specification Developer

Inspector: Esteban Beltran

District Decision: OAl

Observation: MDR repart was not submitted within 30 days of receiving or otherwise becoming aware of information that reasenably suggests that a marketed device may have caused or contributed to a death or serious injury.

M.B.: This document has been prepared by integrating FDA documents acquired under the Freedom of Information Act, into one comprehensive document.

-

Last Updated Date
10-5ep-2024

Added Date Authori

04-Apr-2024

eptance Date

L A Seource Publication
09-Sep-2022

04-Apr-2024

Document

English

- 4+ EEBI—L 84

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

1y594-4555

RE ANE TITLE OF WEAACUAL 70 PFGH RERCRT BE0ED

Tomohisa Sakural, President

FTREST AGERERS

511

SRR RN TR
fic

This document lists observations made by the FDA representative(s) during the inspection of vour facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have mplemented, or plan to implement, comrective action i response 1o an observation, 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 contact FDA at the phone number and address above.

The observations noted in this Form FDA-483 are not an exhaustive listing of objectionable conditions. Under the law, your
firm is le for 1 internal self-audits to identify and correct any and all violations of the quality system

2 Clarivate”

Summary
Abstrac

An inspection of Olympus Medical Systems Corporation (Tokyo, Japan) revealed that firm's manufactures gastrointestinal and surgical endoscopes were misbranded under section 502 of the Actin that firm failed or refused to furnish material or information respecting the device that is
required by or under section 519 of the Act and 21 CFR Parts 803. The following deviations was observed: Failed to submit a report to FDA no later than 30 calendar days

One deviation is reviewed in this warning

Last Updated Date Added Date Authority Acceptance Date  Source Publication Date
08-Mar-2024 12-Jan-2023 12-Dec-2022 12-Jan-2023
Document

englih

WARNING LETTER

Olympus Medical Systems Corporation

MARCS-CMS 649726 — DECEMBER 12, 2022

Product:
Medical Devices

Recipient:

Tomohisa Sakurai

President

Olympus Medical Systems Corporation
2951, Ishikawa-cho

Hachioji-shi, Tokyo 192-8507

Japan

Issuing Office:

Pantar for Naviras and Radinlanical Haslth
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