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	Medical Devices Control Division

Ministry of Health Malaysia
Level 5, Plot 3C4, 

No. 26, Jalan Persiaran Perdana,

Precint 3, 62675 Putrajaya
Malaysia
Tel: 603-8885 0778 / 603-8885 0773
Fax: 603-8885 0758



Medical Device / Equipment VOLUNTARY RECALL 
Date Issued : 7th APRIL 2011                         Ref:MDB/R/2011/007
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	√


*The dissemination of this information is based on the initial information gathered via electronic mail communication with Johnson&Johnson Medical Regulatory Affairs Manager. 
	PRODUCT
	DePuy Spine Confidence  Introducer Needles 

	CLASS
	Device Class IIa

	USE
	Introducer Needle

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	E-mail communication from Johnson & Johnson Sdn. Bhd. Medical Devision via their Regulatory Affairs Manager. 

	RECALLING / ALERTING FIRM 
	Johnson&Johnson Sdn. Bhd.

	REASON FOR RECALL/ALERT
	DePuy Spine has issued a Field Safety Corrective Action (Recall) on two lots of Confidence needles.
 It was recently discovered that one lot of Confidence Diamond Tip Introducer Needle, 11g x 6-inch which are properly labeled (11g x 6 inch) may contain a 13g x 4-inch side hole needle in the sterile package. 

To date Johnson & Johnson Medical have inspected  a significant portion of the 4-inch side hole lot HLPB4F and have found them all to meet specification. 

However Johson & Johnson Medical have decided to take a conservative approach and are recalling both lots. 

	SCENARIO IN MALAYSIA
	Only 1 unit of the affected lot imported into Malaysia.


	ACTION 
	*any healthcare facilities possessing the abovementioned device are advised to respond to this communication immediately.



	RECOMMENDATION
	Users of the abovementioned device should contact the distributors/supplier of this device/product and inform the Medical Devices Control Division, Ministry of Health Malaysia 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
	Ong Yean Ting,

Regulatory Affairs Manager
Johnson&Johnson Sdn. Bhd., 

Ground Floor, G.01,

Block B,

10, Jalan Bersatu 13/4

46200

Petaling Jaya, Selangor.
T: 603 79555108

F: 603 79553290

	REFERENCES
	-Please Refer Attachments-
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