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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical At o lla _alalla i ol
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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 < i}-L{ dated 2| 1 12 } 20622 Regarding NCMDR Field
Safety Notice of SynchroMed™ II from (mfr Medtronic Inc).

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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WQWHMMNIWI

PPIOAEAR (uSLE - PPFOVIN (ailo - 1+ syl oyl - buie FAK G o
P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
W dgpa_dc Email: dg-padc@moh.gov.om




Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control
Muscat

Olce i ilaly
A >ialldylyy
P Y-S | S| B | SR |
PR |V | W) - O
dad e

Circular No. 274 /2023
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Field Safety Notice of SynchroMed™ II from Medtronic Inc.

NCMDR - National Center Medical Device Reporting- SFDA.

Source https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall. aspx?caid=4&rid=19807
Product SynchroMed™ II.
Description Implantable Programmable Infusion Pump.

Manufacturer | Medtronic Inc.

Local agent Taiba Medserve.

Model 8637

Product Number/ CFN: PUMP 8637-20 SYNCHROMED II (8637-20), UDI-Device Identifier
(GTIN/UPN): 00643169345201, 00643169384101, 00643169700925, 00643169700932,
00643169732278, 00643169999862, 00763000122676, 00763000421748, 00763000421755,
00763000689643

Product Number/ CFN: PUMP 8637-40 SYNCHROMED II (8637-40), UDI-Device Identifier
(GTIN/UPN): 00643169345232, 00643169384170, 00643169384231, 00643169701021,
00643169701038, 00643169701090, 00643169732377, 00643169999961, 00763000122768,
00763000421830, 00763000421847, 00763000689575

When turning on BIOFIRE TORCH systems, arcing inside of the power switch ultimately cause
Reason deformation may result in an open circuit causing the power switch to fail. This event would
only occur after the product is in use.

1. It has been recently identified by Medtronic that if the SynchroMed II pump switches
into telemetry mode due to electromagnetic interference (EMI) from an MRI scan,
while the pump is sounding an alarm, the pump will not resume drug delivery after
leaving the MRI magnetic field.

2. Please follow “Patient Management Recommendations™ in the attachment.

3. Contact the local agent for remedial action.

The affected
products

Action

Healthcare professionals are encouraged to report any adverse events Suspected to be associated
comments with the above device or any other medical device to Department of Medical Device Control
through the E-mail: Med-device(@moh.gov.om
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Medtronic

Urgent Field Safety Notice

Model 8637 SynchroMed™ Il
MRI Guidelines for the SynchroMed Infusion System

November 2023

Medtronic Reference: FA1367

Dear Healthcare Professional,

The purpose of this letter is to communicate the need to interrogate the SynchroMed II™ pump followin
p g y pump g

Magnetic Resonance Imaging (MRI).

Issue Description:

The MRI Guidelines Instructions for Use for Medtronic Model 8637 Implantable Infusion Systems (MRI Guidelines)
indicate that during normal operations, the magnetic field of the MRI scanner will temporarily stop the rotor of the
SynchroMed Il pump motor and suspend drug infusion for the duration of the MRI exposure. The pump should

resume normal operation upon termination of MRI exposure.

Medtronic recently identified that if the SynchroMed Il pump switches into telemetry mode due to

electromagnetic interference (EMI) from an MRI scan, while the pump is sounding an alarm, the pump will not

resume drug delivery after leaving the MRl magnetic field, which is inconsistent with the current labeling. In this
case, drug delivery will only resume after performing a post-MRI pump interrogation with the Clinician

Programmer (or Personal Therapy Manager) which will end telemetry mode.

If the SynchroMed Il pump does not resume drug delivery after leaving the MRI magnetic field, patients may
experience a return of underlying symptoms (i.e., pain or spasticity) due to loss of therapy, potentially requiring
outpatient or inpatient management, and in severe cases (i.e., baclofen withdrawal), life-threatening or fatal

withdrawal symptoms could occur.

From January 01 2019 through October 18 2023, Medtronic has received a total of 13 complaints related to this
issue. The complaints reported non-serious underdose symptoms (i.e., withdrawal or return of symptoms) when a
follow-up interrogation was not performed post-MRI. After the pump was interrogated, the issue was resolved,

and therapy resumed.

Refer to Appendix 1 for product scope.
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Medtronic

Patient Management Recommendations:

e Upon completion of an MRI scan, interrogate the pump with the Clinician Programmer (or Personal Therapy
Manager) to end telemetry mode and resume drug delivery.

e Consult the MRI Guidelines for additional information on MRI preparation and post-examination review, and
motor stall recovery timing (see MRI Guidelines at www.manuals.medtronic.com).

e Remind your patients about the importance of interrogating the SynchroMed Il pump after an MRI to ensure
continuation of therapy.

e Educate patients, caregivers, and family members to recognize the signs and symptoms associated with
intrathecal drug therapy underdose or withdrawal. Patients receiving intrathecal baclofen therapy (e.g.,
Lioresal Intrathecal) are at higher risk for adverse events, as baclofen withdrawal can lead to a life-

threatening condition if not treated promptly and effectively.

Customer Required Actions:
e Share this notice with all those who need to be aware of this issue within your organization and maintain a
copy of this notice in your records.
e Please complete and return the Customer Acknowledgment Form enclosed with this letter, acknowledging

that you have received this information.

Additional Information:

Medtronic has notified the Competent Authority of your country of this action.

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt
attention to this matter. If you have any questions regarding this communication, please contact your Medtronic

Representative .

Sincerely,

Ayman Doughan

Business Manager

Enclosure(s):
e Appendix 1: Product Scope

e Customer Acknowledgment Form
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Medtronic

Appendix 1: Product Scope

Product
Number/ CFN

UDI-Device Identifier (GTIN/UPN)

PUMP 8637-20
SYNCHROMED
Il
(8637-20)

00643169345201, 00643169384101, 00643169700925, 00643169700932, 00643169732278,
00643169999862, 00763000122676, 00763000421748, 00763000421755, 00763000689643

PUMP 8637-40
SYNCHROMED
Il
(8637-40)

00643169345232, 00643169384170, 00643169384231, 00643169701021, 00643169701038,
00643169701090, 00643169732377, 00643169999961, 00763000122768, 00763000421830,
00763000421847, 00763000689575
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Medtronic

FA1367 Customer Acknowledgement Form - Response is required
SynchroMed™ Il MRI Guideline Update

Please complete this Form in its entirety.

Date:

Name of Person Completing this Form:

Title:

Direct Phone #:

Email:

Account Name:

Account Number:

Account Address:

City: Zip Code:

Country:

| have read and understand the instructions provided and acknowledge receipt of the notification
regarding the use of the SynchroMed™ Il by signing below. | also agree to further distribute and
communicate this important information within my facility and to anyone whom | have further

distributed SynchroMed™ Il as required.

Name: (print) Signature: Date:

If you have any questions regarding this notification, please contact your Medtronic sales representative.
PLEASE EMAIL OR FAX THIS ACKNOWLEDGEMENT TO:

nahar.s.alsurayi@medtronic.com
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