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Medical Device / Equipment ALERT: Field Corrective Action 

 

Date Issued : 5th August 2008         Ref:MDB/A/2008/011 

 

IMMEDIATE ACTION  

ACTION √ 

UPDATE  

INFORMATION REQUEST  

 

PRODUCT Maximo II VR ICD, DR ICD and CRT-D by 

Medtronics. 

CLASS n/a 

USE Implantable Cardioverter Defibrillators and Cardiac 

Resynchronization Therapy unit. 

SOURCE OF MEDICAL 

DEVICE RECALL / 

ALERT 

Field Corrective Action Letter dated 30
th

 July 2008 

from Medtronic International Ltd. - Malaysia Branch.  

ALERTING / 

RECALLING FIRM  

Medtronic International Limited-Malaysia Branch 

 

REASON  The company is notifying customers that some of the 

above mentioned models have a configuration issue.  

The manufacturer has retrieved all the non-implanted 

Maximo II devices from the customers.  

*Please refer to attachment for details. 

SCENARIO IN 

MALAYSIA 

Medtronic representative in Malaysia assured that 4 

units have been implanted to patients and they have 

acknowledged the responsible physicians for this Field 

Corrective Action. 

ACTION  *Please refer to attachment for details.  

RECOMMENDATION Users of the abovementioned device should contact 

the distributors/supplier of this device (if available) 

and inform the Medical Device Bureau, Ministry of 

 

 

Medical Devices Bureau, Ministry of Health Malaysia 
Level 5, Block E6, Complex E,  

Federal Government Administrative Centre, 

62590 Putrajaya, MALAYSIA 

Tel: 03-8883 2248/2249/2264 

Fax: 03-8888 6184 
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Health providing the following information:- 

 

 a. Name of healthcare centre/hospital/clinic 

 b. Contact person and contact number 

 c. Numbers of units available 
 

CONTACT/ENQUIRIES 

IN MALAYSIA 

Medtronic International Limited-Malaysia Branch 

 

F-39-7 CREST, 

3 Two Square, 

No. 2, Jalan 19/1, 

46300 Petaling Jaya 

Selangor Darul Ehsan. 

 

Tel:- 03-79534800 

Fax:- 03- 79582202 

REFERENCES *Please refer to attachment for details. 
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