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Summary of products

Pulse Oximetry Sensors Viamed  Dolphin  Aristo
Finger sensors v v v
Multi-site 'Y’ sensors v v v
Ear sensors v
Extension cables v v v
Adapter cables v v v
D.O.T. Sensors v
Wrap sensors v
Disposables v v ~

Pulse oximetry sensor repair services
Pulse oximeters - Stand alone, hand held, compact PC
Pulse oximetry simulators and testers

Oxygen sensors
Oxygen monitors and analysers

Oxygen hoods
Patient monitors
Infant resuscitation cabinets

Infant resuscitators
Radiant warmers

Phototherapy masks
Phototherapy light shields

ECG cables

Temperature probes

Supra-maximal nerve stimulator

Chart & recorder paper [
VIARMED

Imail infeid




[image: image2.png]




RISK ASSESSMENT




Head Boxes

	Ref
	Hazard

	Related Part/Component Posing Risk
	IR
	Solution
	RR
	Document Referenced

	C2
	ENERGY

	C2.1
	Electricity
	
	4
	
	4
	Non Electrical

	C2.2
	Heat
	
	4
	
	4
	“

	C2.3
	Mechanical Force
	
	4
	
	4
	“

	C2.4
	Ionizing Radiation
	
	4
	
	4
	“

	C2.5
	Non Ionizing Radiation
	
	4
	
	4
	“

	C2.6
	Electromagnetic Fields
	
	4
	
	4
	“

	C2.7
	Moving Parts
	
	4
	
	4
	

	C2.8
	Suspended Masses
	
	4
	
	4
	

	C2.9
	Patient Support Failure
	
	4
	
	4
	

	C2.10
	Pressure (Vessel rupture)
	
	4
	
	4
	

	C2.11
	Acoustic pressure
	
	4
	
	4
	

	C2.12
	Vibration
	
	4
	
	4
	

	C2.13
	Magnetic Fields (MRI)
	
	4
	
	4
	Non magnetic

	C3
	BIOLOGICAL

	C3.1
	Bio-Burden
	
	4
	
	4
	

	C3.2
	Bio-Contamination
	
	3
	Cleaning: danger of cracks
	3
	Cleaning instructions

	C3.3
	Bio-Incompatibility
	
	4
	
	4
	

	C3.4
	Incorrect Output (Substance/energy)
	
	4
	
	4
	

	C3.5
	Incorrect Formulation (Chemical Composition)
	
	4
	
	4
	

	C3.6
	Toxicity
	
	4
	
	4
	

	C3.7
	Cross Infection
	
	3
	Hospital protocols
	3
	Cleaning instructions

	C3.8
	Pyrogenicity
	
	4
	
	4
	

	C3.9
	Inability to Maintain Hygienic Standards
	
	4
	Hospital protocols
	4
	Cleaning instructions

	C3.10
	Degradation
	
	4
	
	4
	

	C4.
	ENVIRONMENTAL

	C4.1
	Electromagnetic Interference
	
	4
	
	4
	

	C4.2
	Inadequate supply of Power or Coolant
	
	4
	
	4
	

	C4.3
	Likelihood of Operation outside Prescribed Environmental Conditions
	
	4
	
	4
	

	C4.4
	Incompatibility with other Devices
	
	4
	
	4
	

	C4.5
	Accidental Mechanical Damage
	
	3
	
	3
	

	C4.6
	Contamination due to Waste Products and or Device Disposal
	
	4
	
	4
	

	C5
	DEVICE USE

	C5.1
	Inadequate Labeling
	
	3
	New labels
	4
	

	C5.2
	Inadequate Operating Instructions
	
	3
	New instruction manual
	4
	

	C5.3
	Inadequate Specification of Accessories
	
	4
	
	4
	

	C5.4
	Inadequate Specification of Pre-Use Checks
	
	4
	
	4
	

	C5.5
	Over-complicated Operating Instructions
	
	4
	
	4
	

	C5.6
	Unavailable or Separated Operating Instructions
	
	4
	
	4
	

	C5.7
	Use by Unskilled /untrained Personnel
	
	4
	
	4
	

	C5.8
	Reasonable Foreseeable Abuse 
	
	4
	
	4
	

	C5.9
	Insufficient Warning of Side Effects
	
	4
	
	4
	

	C5.10
	Inadequate Warnings of Hazards Likely With Re-use of Single Use Devices
	
	4
	
	4
	

	C5.11
	Incorrect Measurement and other Metrological Aspects
	
	4
	
	4
	

	C5.12
	Incorrect Diagnosis
	
	4
	
	4
	

	C5.13
	Erroneous Data Transfer
	
	4
	
	4
	

	C5.14
	Misrepresentation of Results
	
	4
	
	4
	

	C5.15
	Incompatibility with Consumables /accessories / other Devices
	
	4
	
	4
	

	C6 
	FUNCTION FAILURE, MAINTANANCE & AGEING

	C6.1
	Inadequacy of Performance Characteristics for the Intended Use
	
	4
	
	4
	

	C6.2
	Lack of, or Inadequate Specification for Maintenance including Post Maintenance Functional Tests
	
	4
	
	4
	

	C6.3
	Inadequate maintenance
	
	4
	
	4
	

	C6.4
	Lack of Adequate Determination of End of Device Life
	
	4
	Visual
	4
	

	C6.5
	Loss of Mechanical Integrity
	
	4
	
	4
	

	C6.6
	Inadequate Packaging (contamination and/or Deterioration of the Device)
	
	4
	
	4
	

	C6.7
	Improper Use
	
	3
	Instructions
	4
	


Level Of Risk
         4 = Insignificant     3 = Tolerable     2 = Significant     1 = Catastrophic          IR = Immediate Risk       RR = Residual Risk
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