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Medical Device / Equipment ADVISORY NOTICE
Date Issued : 29th April 2010

           Ref:MDB/AN/2010/001
*This advisory notice is solely based on the dissemination of information extracted from the USFDA website, with supporting  informations gathered from other Regulatory Authority website such as United Kingdom’s MHRA, TGA Australiaand Irish Medicine Board (IMB) website.
	TITLE
	INFUSION PUMP COMMON PROBLEMS

	PRODUCT
	Various brands of Infusion Pumps

	PURPOSE
	To highlight issues impacting the safe and effective use of external infusion pump. 
Infusion pump is used to deliver fluids into a patient’s body in a controlled manner. There are many types of infusion pumps, which are used for a variety of purposes, and it may be capable of delivering fluids in large or small amounts, and may be used to deliver nutrients or medications – such as insulin or other hormones, antibiotics, chemotherapy drugs, and pain relievers.

Infusion pumps are designed either for stationary use at a patient’s bedside or to be portable or mobile.


	PERSON RESPONSIBLE
	This advisory notice is targeted at individuals responsible or personnel who manufacturer, distribute, supply, use, manage and maintain the infusion pumps in healthcare facilities and also for home-based users, nationwide. 


	ISSUE
	The optimal performance of an infusion pumps  throughout its working life can be adversely affected by events such as: 

*as also stated in the USFDA website

· Software problems

· A software error message is displayed, stating that the pump is inoperable. This occurs in the absence of an identifiable problem. 

· The infusion pump interprets a single keystroke as multiple keystrokes (a problem called a “key bounce”). 10ml/hour rate is registered as 100ml/hour rate or vice versa, which can lead to underinfusion or overinfusion.

· Software faults also may result in the pump stopping and alarming, and it may impossible to restart an affected pump.

· Alarm errors

· The infusion pump fails to generate an audible alarm for a critical problem, such as an occlusion (e.g., clamped tubing) or the presence of air in the infusion tubing.

· The infusion pump generates an occlusion alarm in the absence of an occlusion.

· Some models provide no indication for users-no alarm, if previous set up is not cleared at a star up – this is where alarm errors and software irregularity coincides. 

· Inadequately designed alarm functions and settings cause users to respond late. For example, an alarm indicating low battery charge may not be displayed in time for a user to prevent pump shut-off during a critical infusion while a patient is in transport. 

· *this is vital - False alarms may decrease users’ sensitivity to all alarms. 

· Inadequate user interface design

· The design of the infusion pump screen confuses the user, or the infusion pump does not respond as it should when inappropriate data is entered. 

· The infusion pump screen doesn’t make clear which units of measurement the user is expected to enter. For example, the user may enter weight in pounds when the infusion pump requires it in kilograms. 

· User instructions or cues for mechanical set-up are not specific or clear enough. 
· The infusion pump screen design is clunky or confusing to users, causing a delay in therapy. For example, the “Start Infusion” key may be located next to the “Power” key, and a user may turn off the infusion pump instead of initiating infusion. *In some cases, programmed settings are lost when a user turns the pump off, and the infusion settings have to be re-entered after the pump restarts. 
· Broken components

· The plastic casing although promoted as waterproof, is prone to cracking over time, or small openings at the operatong buttons, allowing water to enter the case and to cause the pump to malfunction.   

· Misalignment of tubing also places stress on the pump door, resulting in eventual cracking of pump case.

· Electrical and electronic failures
· Battery problems - Some models registered a design issue causes over-heating of the battery and leads to premature battery failure.
· The battery is not replaced during the recommended end of life routine maintenance.

· Fire, sparks, charring or shocks – may due to the failed connectors or wiring problems.
· Inadequate management of infusion pumps training, validation, calibration, use, maintenance, servicing or audit
· There are also damages reported from improper cleaning.

· Pump labels or components become damaged under routine use. For example, cleaning the pump, as the user-maintainer believes is acceptable practice, may damage the pump, making it unreliable for clinical use. Users with long fingernails may damage the print on the pump keys, making them unreadable. 



	ACTION TO BE TAKEN
	Recommendations For Healthcare Professionals, Pharmacists, Engineers, Nurses and individual using infusion pumps. 
As the concerns are raised by the USFDA based on their year 2005-2009 findings, please feels free to browse USFDA recommendations entitled Infusion Pump Risk Reduction Strategies at this link:
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/GeneralHospitalDevicesandSupplies/InfusionPumps/ucm202498.htm


	REFERENCES
	USFDA.

http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/GeneralHospitalDevicesandSupplies/default.htm
TGA Australia.

http://www.tga.gov.au/docs/html/tdec/tdec20012.htm#pumps
Ireland – Irish Medicine Board

http://www.imb.ie/EN/Publications/Publications.aspx?q=infusion%20pump
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