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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 RECALL
Date Issued : 3 FEBRUARY 2010
                          Ref:MDB/R/2010/002
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the information published on the USFDA website on 27th January 2010.
	PRODUCT
	Exel Huber Needles, Exel Huber Infusion Sets, and Exel "SecureTouch+" Safety Huber Infusion Sets



	CLASS
	Class I according to USFDA Recall Classification

	USE
	Multi Usage – Products dependant

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	USFDA website 


	RECALLING / ALERTING FIRM 
	Exelint International Inc.



	REASON FOR RECALL/ALERT
	According to the USFDA website, inspections conducted in October 2009 of the company’s facilities found that their needles "cored" in 60 to 72 percent of tests. These cores can cause the ports to leak and they can also potentially enter a patient’s body when the port is initially accessed and flushed. These issues may lead to the decreased effectiveness of the port, replacement of the port, infection, damage or death of tissue, swelling, or other serious adverse health consequences occurring as a result of the core travelling through blood vessels into the patient’s lungs. These issues may potentially cause death.

	SCENARIO IN MALAYSIA
	Up to date, there are no further details information available related to these affected products.
Electronic communication has been established between this Division and various Medical Device Associations in Malaysia to gather information.

By disseminating this communication, the Division is expecting feedback from various stakeholders as at this moment, NO EXELINT INTERNATIONAL INC. product is listed in the MeDVER system.



	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 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 notify the Medical Device Control Division, Ministry Of Health Malaysia to provide information.
As published in the USFDA website, the company may be contacted at 1-800-940-3935 from 9 AM to 5 PM, Monday through Friday, Eastern Time.



	REFERENCES FOR DETAILS
	http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm198790.htm
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