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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 : 20 AUGUST 2010                         Ref:MDB/R/2010/009
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the information gathered via their Voluntary Recall Summary and electronic mail from Johnson & Johnson Sdn. Bhd.
	PRODUCT
	A limited number of 
1 DAY ACUVUE TruEye contact lenses (Narafilcon A)-manufactured in Ireland
(Refer to the attachments for details of the affected lot numbers)

	CLASS
	N/A

	USE
	Contact Lens

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	Letter and electronic mail from:

Johnson & Johnson Vision Care
Malaysia.



	RECALLING / ALERTING FIRM 
	Johnson & Johnson Vision Care

Unit 11.01, level 11, Uptown 2,

2 Jalan SS21/37, Damansara Uptown, 

47000 Petaling Jaya

Malaysia.



	REASON FOR RECALL/ALERT
	A limited number of customer complaints associated with affected lots of Narafilcon A Contact lens. Affected lots are those manufactured in Ireland and distributed in Malaysia. 
Some reported complaints described unusual stinging or pain upon insertion with Narafilcon A contact lenses, and some also associated with ocular redness.

Investigations showed that a processing agent was not properly extracted from the lens.



	SCENARIO IN MALAYSIA
	Johnson & Johnson Vision Care conducted a Voluntary Recall on their Narafilcon A contact lenses which bear a product name: 

1-Day Acuvue TruEye.
All trial lenses with the affected parameters will be recalled from eyecare practitioners and all consumers.
Please see attachments for details.

	ACTION 
	*any individual 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 providing the following information:-


a. Contact person and contact number


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



	CONTACT/ENQUIRIES
	Ng Weng Leong

Johnson & Johnson Vision Care

Unit 11.01, level 11, Uptown 2,

2 Jalan SS21/37, Damansara Uptown, 

47000 Petaling Jaya

Malaysia.

T: 603 7710 0068 ext 217
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