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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 ALERT: FIELD SAFETY NOTICE 
Date Issued : 10th AUGUST 2011                         Ref:MDB/A/2011/007
	IMMEDIATE ACTION
	

	ACTION
	√

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the initial information gathered via electronic mail communication with Smiths Medical International’s Quality System Manager.
	PRODUCT
	Omnifuse and Omnifuse PCA Syringe Pumps (“Omnifuse Pumps”).

	CLASS
	n/a

	USE
	Syringe pumps

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	E-mail communication from Smiths Medical International’s Quality System Manager.

	RECALLING / ALERTING FIRM 
	Smiths Medical International
Bramingham Business Park

Luton

Tel: +44 (0)1582 430307
Mob: +44 (0)7772 391181
Fax: +44 (0)1582 430001
www.smiths-medical.com
E-Mail: mick.boydon@smiths-medical.com


	REASON FOR RECALL/ALERT
	Smiths Medical has become aware that under certain circumstances, Omnifuse or Omnifuse PCA Pumps (“Omnifuse Pump”) may experience a loss of the last infusion data from the totaliser displayed totals on the pump screen. This can only occur when:

 

•       A system fault occurs during ongoing infusion activity and the pump is restarted; or

•       The battery is allowed to run to zero power during ongoing infusion activity and the pump is restarted.

 

For example, if during the second round of 100-mL infusions, where the first 100-mL was already delivered and 25-mL of the second 100-mL infusion was delivered, a System Fault Code is triggered, then the totaliser will display only 100-mL as delivered after the Pump is reset to clear the System Fault.  It will not display the 125-mL that was actually delivered. 

In both of these situations, the totalizer display does not update to show the ongoing infusion, although the ongoing infusion details are still available in the downloadable memory. 

*see attachments for details.


	SCENARIO IN MALAYSIA
	Units are available in Malaysia market. Further information will be provided by the Local Authorize Representative that brought in this range of Smiths Medical’s products.


	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)



	LOCAL

CONTACT/ENQUIRIES
	Director
PRIMED MEDICAL SDN BHD 
15 Jalan DBP 3
Dolomite Business Park
68100 Batu Caves
Selangor Darul Ehsan
Malaysia
 
Tel: +603 – 6185 1824
Fax: +603 – 6185 1834


	REFERENCES
	-Please Refer Attachments-
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