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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 : 15th  OCTOBER 2010                         Ref:MDB/R/2010/010
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the information gathered via internal e-mail communication and from the USFDA website.
	PRODUCT
	IKARIA INOMAXDS DRUG DELIVERY SYSTEM, MODEL: 10003

	CLASS
	Class I

	USE
	To deliver therapy gas (nitric oxide for inhalation) into the inspiratory limb of the patient.

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm223667.htm

	RECALLING / ALERTING FIRM 
	Refer Attachments

	REASON FOR RECALL/ALERT
	As stated in the USFDA website – 

A component within the pressure switch, which monitors when the drug supply should be replaced, may tear. Risks to the patient may include interruption of drug flow due to an empty cylinder, and/or the time taken to switch to a replacement system. An interruption or delay in the administration of INOMAX therapy may cause:

· Worsening of low blood oxygen level (hypoxemia)

· Low blood pressure (hypotension) and/or

· Increase in blood pressure in the pulmonary arteries (pulmonary hypertension)

· Death

Date of Recall Initiated : 21st July 2010


	SCENARIO IN MALAYSIA
	No record related to the affected device is found in the Medical Device Control Division’s database.
However, communication has been sent to various Medical Device Associations in Malaysia to get a better information of this devices presence in our market.



	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
	DIRECT TO THE IKARIA CUSTOMER CARE IN THE UNITED STATES OF AMERICA.
 (1-822-566-9466)



	REFERENCES
	http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm223667.htm
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