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	Medical Devices Bureau, Ministry of Health Malaysia
Level 4&5, Block E6, Parcel E, Precint 1,

Federal Government Administration Centre,

62590 Putrajaya

Tel: 03-8883 2248/2249/2264

Fax: 03-8888 6184




Medical Device / Equipment RECALL*
Date Issued : 7 APRIL 2009
                          Ref:MDB/R/2009/002
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the Class 1 Recall Notification published in the USFDA official website. 
	PRODUCT
	Welch Allyn AED 10 Automatic External Defibrillator (AED) and MRL Jumpstart AED.

	CLASS
	Class 1 Recall - according to the USFDA

	USE
	External Defibrillators

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	USFDA Official Website
Date Initiated 15/12/2008

(Please See Attachment)

	RECALLING / ALERTING FIRM 
	Recalling Firm in the US:
Welch Allyn Protocol, Inc.

8500 SW Creekside Place

Beavorton, OR 97008



	REASON FOR RECALL/ALERT
	- Refer to the attachment -

	SCENARIO IN MALAYSIA
	Based on e-mail communication with Welch Allyn Inc. Asia Pacific Regulatory Affair on 17th March 2009, there are 3 devices identified in Malaysia.

2 devices have been located and the third device is still pending.
*Please see the attached documents for details.

	ACTION 
	- Refer to the attachment –
*any healthcare facilities possessing the abovementioned device are advised to respond to Welch Allyn Malaysia Sdn. Bhd. immediately.


	RECOMMENDATION
	Users of the abovementioned device should contact the distributors/supplier of this device (if available) and inform the Medical Devices Bureau, Ministry of Health providing the following information:-


a. Name of healthcare centre/hospital/clinic


b. Contact person and contact number


c. Numbers of units available
            d. Name of the supplier(s)



	CONTACT/ENQUIRIES
	Malaysia Representative

Mr. A. Chandrasegaran

Welch Allyn Malaysia Sdn. Bhd.

No. 10/10A, Jalan SS 3/33,

Taman Universiti

47301 Petaling Jaya

Selangor.

Contact Details:-

Tel:-0378753341

Fax:-0378754210



	REFERENCES FOR DETAILS
	For details and more enquiry, users (if available) are encouraged to contact Welch Allyn Malaysia Sdn. Bhd.

Users, please read the attached documents carefully.
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