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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 : 18th OCTOBER 2010                         Ref:MDB/R/2010/011
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the information gathered from USFDA main website.
	PRODUCT
	Various Medical Devices Bearing COOK brand name.
Please see attachments for details.



	CLASS
	Class I


	USE
	Various Usage

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	USFDA website:
http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm221229.htm
Recall Initiated: 21st April 2010



	RECALLING / ALERTING FIRM 
	Cook, Inc.
750 Daniels Way
Bloomington Indiana 47404-9120
United States 


	REASON FOR RECALL/ALERT
	The set and/or tray products are being recalled because they include a Covidien Shiley 6PERC or Covidien Shiley 8PERC Tracheostomy tube component that has been associated with cuff leakage as a result of the pilot balloon inflation assembly.
*These sets and trays were distributed from February 18, 2009 through April 27, 2010.



	SCENARIO IN MALAYSIA
	No further information has been made available at this moment as this brand is not available in the Medical Device Control Division’s database.
Malaysia is now practicing establishment registration on voluntary basis, and there IS NO MEDICAL DEVICE REGULATION IN MALAYSIA at the moment. However, information has been disseminated to Medical Device Industry Associations in Malaysia to gather more 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
	Customers may contact Cook Medical Customer Relations Department at 1-800-457-4500 or 1-812-339-2235, or by email at CustomerRelationsNA@CookMedical.com.


	REFERENCES
	http://www.fda.gov/Safety/Recalls/ucm219722.htm
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