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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 ALERT : Field Safety Corrective Action
Date Issued : 13 May 2009
                          Ref:MDB/A/2009/003
	IMMEDIATE ACTION
	√

	ACTION
	√

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the information submitted by Johnson & Johnson Sdn. Bhd.
	PRODUCT
	Cypher Select+Sirolimus-Eluting Coronary Stents

	CLASS
	Not Mentioned 

	USE
	Drug Eluting Coronary Stents

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	Attachment(s) from Johnson & Johnson Sdn. Bhd. via electronic mail.



	ALERTING FIRM 
	Johnson&Johnson Sdn. Bhd., 

Medical Division

3 & 5, Jalan Tandang,

46050

Petaling Jaya, Selangor.

	REASON FOR RECALL/ALERT
	The company learned from its investigation of few complaints available, which describe the nature of the hub crack issue, and provide you with specific direction on how to identify a hub crack prior to use.
It is determined that these hub cracks are associated with certain environmental conditions that were present during the hub molding process for a limited period of time during 2008. 
The current complaint rate for specific lots of Cypher Select™ + associated with hubs manufactured during this period is 0.161%.

The vast majority occurred before any appreciable inflation of the balloon. Approximately half of the

complaints have involved hub cracks that were detected either prior to introduction of the device into the patient, or after introduction into the patient but before inflation was attempted.

· Refer to the attachment for details –


	SCENARIO IN MALAYSIA
	Field Safety Alerts will be sent to any healthcare facilities that possesses the device. Affected lots have been distributed as follow, total number of affected device recognized in Malaysia market is 460:- 

SEREMBAN SPECIALIST HOSPITAL:17

HOS. SERDANG:28

ADVENTIST HOSPITAL PENANG:32

GLENEAGLES PENANG M.C:31

JOHOR SPECIALIST HOSPITAL:6

HOS.PANTAI AYER KEROH:12

PANTAI MEDICAL CENTRE:14

SPECIALIST CENTRE PENANG:9

MAHKOTA MEDICAL CENTRE:12
AMPANG PUTERI SPECIALIST:22

HOS.PANTAI PUTERI IPOH:20

SELANGOR MDC CENTRE SDN.BHD.:26

HOS. PANTAI MUTIARA:16

DAMANSARA SPECIALIST HOSPITAL:18

HOS.PANTAI UTARA SG.PETANI:14

SOUTHERN MEDICA SDN. BHD.:24

GLENEAGLES HOS. KUALA LUMPUR:19

SUBANG JAYA MEDICAL CENTRE-CARDIOLOGY:28

INS. JANTUNG NEGARA:46

HOS. SULTANAH BAHIYAH:21

HOS. PULAU PINANG:16

PUS. PERUBATAN UNIVERSITI MALAYA-CARDIOLOGY:16

Please note that necessary action(s) relating to this Field Safety Corrective Action has been taken by the responsible authorized party, the Johnson & Johnson Sdn. Bhd. 

All the above mentioned clients are advised to adhere to any advisory notice(s) provided by the company. Users co-operation are vital.

	ACTION 
	- Refer to the attachment –
*any healthcare facilities possessing the abovementioned device are advised to respond to Johnson & Johnson Sdn. Bhd. Immediately.


	RECOMMENDATION
	Professional 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)

*Information can be forwarded via e-mail to : hishamjunaidi@mdb.gov.my


	MANUFACTURER CONTACT/ENQUIRIES
	Ong Yean Ting,

Johnson&Johnson Sdn. Bhd., 

Medical Division

3 & 5, Jalan Tandang,

46050

Petaling Jaya, Selangor.
Tel:- 03-79626800
Fax:- 03-79553290


	REFERENCES FOR DETAILS
	Please refer attachment
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