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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 : 8th FEBRUARY 2011                         Ref:MDB/R/2011/004
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	√


	PRODUCT
	Arrow Ultra 8 Intra-Aortic Balloon Catheters (IABS) 8 FR 30CC and 40CC Universal and Arrow Intra-Aortic Balloon (IAB) Catheter with a Fiber Optic Sensor and Measurement System.

	CLASS
	Class I

	USE
	Balloon Catheters with a Fiber Optic Sensor and a Measurement System are used in the treatment of a variety of cardiac conditions, including heart failure, septic shock, and myocardial infarction. They are also used to support and stabilize high-risk patients undergoing diagnostic and non-surgical procedures.

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	USFDA website
http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm238402.htm


	RECALLING / ALERTING FIRM 
	Arrow International, Inc.
Division of Teleflex Medical Inc.

9 Plymouth Street

Everett, Massachusetts 02149-1814



	REASON FOR RECALL/ALERT
	The IAB catheters can become stuck in the sheath. When the IAB catheter becomes stuck, the user is unable to move the IAB catheter forward or backward, causing delay in therapy, bleeding or arterial injury.

	SCENARIO IN MALAYSIA
	It is reported that the affected device is also marketed into Malaysia.
Up to date, there is no further information available from any stakeholder pertaining to this recall action. 
However, this Division has alerted the Medical Device Industry Associations to give feedback to the Ministry.



	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
	Please refer to the link for details:
http://www.teleflex.com/en/usa/spotlight/iabRecall/


	REFERENCES
	http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm238402.htm
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