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To:

THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)

Director General of Engineering Affairs, MOH

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Hospitals)
Hospital Director (Al Nahda Hospital)

Hospital Director (Al Massara Hospital)

The Head of Medical Services in SQU Hospital

The Head of Medical Services in Royal Oman Police

The Head of Medical Services in Ministry of Defence

The Head of Medical Services in The Diwan

The Head of Medical Services in The Sultan’s Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleum Development of Oman

The Head of Medical Services in LNG Oman

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No.. 73. ...... dated fQ.Q/!'Jl.?O.ZLRegarding NCMDR FSCA of
Flexible Endoscopes from ( mrf: KARL STORZ SE & Co. KG).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Medical Device Control, DGPA&DC

Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Drug Control Department, DGPA&DC

Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Supdt. of Central Drug Information
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Circular No. 73 /2022
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20 -04-2022

Field Safety Corrective Action of Flexible Endoscopes from KARL STORZ SE & Co. KG

NCMDR-National Center for Medical Device Reporting

S https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16109
Product Flexible Endoscopes.
Description Endoscopes
Manufacturer | KARL STORZ SE & Co. KG.
Local Agent Mustafa Sultan Science & Industry Co.L.L.C.
The affected | p ofer to "APPENDIX" in the attached FSN.
products
The correction is limited to a labeling update to correct the Instructions for Use for certain
Reason flexible endoscopes and advise that CIDEX OPA should not be used for manual high-level
disinfection.
1.. Refer to “Action to be taken by the user” in the attached FSN.
Action 2. The updated Instructions for Use, no longer contain CIDEX OPA as a recommended

manual high-level disinfection method.
3. Contact the local agent for remedial action.

Product Picture

comments

Healthcare professionals are encouraged to report any adverse events Suspected to be associated with the

above device or any other medical device to Department of Medical Device Control contact E-mail:
Med-device@moh.gov.om
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79 STORZ

Shaping the Future of Endoscopy with you KARL STORZ— ENDOSKOPE

KARL STORZ SE & Co. KG ¢ PO Box 230 « 78503 Tuttlingen/Germany

Rev 1: March 2022

FSN Ref: 22-0002
Date: 31.03.2022

Urgent Field Safety Notice
Labeling Update
Certain KARL STORZ Flexible Endoscopes

For Attention of: Representatives for medical product safety, users, operators, importers, distributors

Commercial name(s): See Appendix |
Device Model/Catalogue/part numbers : See Appendix 1
Affected serial numbers: All serial numbers of devices listed :
FSN Type: New FSN, Ref.: 22-0002

I Identification of Affected Devices

The flexible endoscopes subject to the labeling correction are single channel endoscopes with a T-Luer that
are intended for different indications for diagnostic and therapeutic use and that contain CIDEX OPA as a
recommended method of manual high-level disinfection in their instructions for use.

L. Reason for the Field Safety Corrective Action (FSCA)

a. Description of the product problem -

The correction is limited to a labeling update to correct the Instructions for Use for certain flexible
endoscopes and advise that CIDEX OPA should not be used for manual high-level disinfection.

b. Background of the issue
Supplemental validation testing of the efficacy of the manual high-level disinfection process using
CIDEX OPA as a single step was performed. Testing showed that the required efficacy level of
disinfection using CIDEX OPA without any additional process step was not achieved. Because the
testing did not validate the process step of disinfection using CIDEX OPA, CIDEX OPA is being
removed as a method of manual high-level disinfection from the Instructions for Use of the affected

products.
Office Address: Bank Accounts: Limited Partnership: Unlimited Partner:
KARL STORZ SE & Co. KG UniCredit Bank AG Deutsche Bank AG Tuttlingen KARL STORZ SE & Co. KG KARL STORZ Verwaltungs SE
Dr.-Karl-Storz-Strae 34 SWIFT: HYVEDEMMA473 SWIFT: DEUTDESSE53 Dr.-Karl-Storz-StraBe 34 Dr.-Karl-Storz-StraBe 34
78532 Tuttlingen/Germany IBAN: DE62 6002 0290 0034 5326 05 IBAN: DEO09 6537 0075 0211 6390 00 78532 Tuttlingen/Germany 78532 Tuttlingen/Germany
Phone: +49 7461 708-0 Kreissparkasse Tuttlingen Volksbank Schwarzwald-Donau-Neckar eG Place of Business: Tuttlingen Place of Business: Tuttlingen
3 Fax:  +49 7461 708-105 SWIFT: SOLADES1TUT SWIFT: GENODES1TUT Commercial Register: Commercial Register: Stuttgart HRB 762524
z E-Mail: info@karlstorz.com IBAN: DE79 6435 0070 0000 0013 22 IBAN: DE97 6439 0130 0000 7720 03 Stuttgart HRA 450442 Managing Director:
§ www karlstorz.com VAT-ID-No. DE 142931059 Karl-Christian Storz
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KARL STORZ - ENDOSKOPE

c. Hazard giving rise to the FSCA
As the efficacy of the manual high-level disinfection process using CIDEX OPA as a single step
cannot be assured for the affected products, there is a potential that the patient may be exposed to
a higher risk of infection.
All manual high-level disinfection with CIDEX OPA should be discontinued. You should consult the
Instructions for Use for your products for alternative reprocessing methods.

d. Risks to patient/user or third parties

The use of a flexible endoscope which is incompletely reprocessed with an ineffective disinfection
phase has a risk for patient infection.

L. Type of Action to mitigate the risk

a. Action to be taken by the user

1. Immediately discontinue the use of manual high-level disinfection with CIDEX OPA for the affected
products

2. Pass on this Urgent Field Safety Notice to all users of the products listed above and all other
persons who need to be aware within your organization

3. Ensure that personnel responsible for reprocessing and all other relevant personnel in your
organization review this letter and the updated Instructions for Use for affected flexible endoscopes
which are available at the following links:
https://go.karlstorz.com/PFA-22-0002-20
https://go.karlstorz.com/PFA-22-0002-06

4. Please discard any prior versions of the Instructions for Use for the affected products that you may
possess.

5. If you have distributed any of the affected products to third parties, please promptly forward this letter
to all such third parties and indicate contact details of the recipient on the Acknowledgement Form

6. Please legibly complete the enclosed Acknowledgment Form and return it to KARL STORZ via the
contact information specified on the form.

b. Action Being Taken by the Manufacturer

The updated Instructions for Use, which are made available as described above, no longer contain CIDEX
OPA as a recommended manual high-level disinfection method.

Please maintain awareness on this notice and resulting action for an appropriate period to ensure effectiveness
of the corrective action.

Please notify KARL STORZ of any adverse events or quality problems associated with your use of these
devices. Adverse events or quality problems may also be reported to the national Competent Authority, as this
provides important feedback.

Your contact person for this is given below. If you have any questions about this measure, please contact your
contact person directly.
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APPENDIX

Scope Base
Part
Number

—

1 1278AI1 1 1278AIK1 Uretero-F lberscope FLEX-X2 9621 6006 V6 0 06/2021

11292BD1

Scope Kit
Number

Product Description Current IFU

11292BDK1 Choledocho—Flberscope 1 1 Fr 9621 6006 V6 0 06/2021
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Please return the completed acknowledgement form as soon as possible.

The Competent (Regulatory) Authority of your country has been informed about this communication to
customers.
On behalf of KARL STORZ, we thank you for your help and apologize for any inconvenience.

Yours sincerely,
KARL STORZ SE & Co. KG

i. V. Karim Djamshidi

Person Responsible for Regulatory Compliance
Executive Director Global Regulatory Affairs
Global Regulatory Affairs

This document was created electronically and is valid without signature
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ACKNOWLEDGMENT FORM

Urgent Field Safety Notice — 22-0002

Please complete this form and return it to us by faxing it to [number] or emailing a
copy to [address]. Please check all applicable boxes.

O | confirm that | have read and understood the “Urgent Field Safety Notice” for the KARL
STORZ flexible endoscopes and completed all actions requested. Specifically:

O | have ensured that all relevant personnel in my organization review the “Urgent Field
Safety Notice” and the Instructions for Use for the flexible endoscopes identified in the
appendix.

O | confirm that we do not use any of the affected products in our facility or that this has
already been discarded.

Check one of the boxes below.

O My organization has previously sold or transferred one or more of the affected flexible
endoscopes to a third party, and | have forwarded the “Urgent Field Safety Notice” to
all such third parties.

O My organization has not sold or transferred any of the affected flexible endoscopes to
a third party.

Contact Information:

Facility Name

Address

Contact Person & Title

Signature

Phone

Email




