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	Description Of Risk Being Assessed
We are assessing the risk of introducing a new piece of oximetry kit and a data logger entering the sleep and respiratory department as per the current MEMG protocol for new equipment.

There are currently three different brands of oximeter used by the respiratory and sleep service

1) Masimo Radical 7’s and 8’s
2) Minolta wrist watch oximeters
3) Nellcor SomnoMedics oximeters incorporated into the sleep kit.

For our research project we will be using the following new equipment
1) Viamed VM-2160 with SMART sat oximeter
2) Battery operated data logger

We are doing the research in collaboration with Viamed to record anonymous data for paediatric algorithms. To do this we need to use Viameds oximeter and a data logger.

Viamed oximeter:
This is a standard piece of oximetry kit used in hospitals all over the UK. However it is new to SCH. In our research project, the Viamed oximeter would be attached by a standard reusable or disposable Viamed sensor to the child’s toe who is already undergoing routine oximetry. 

Battery operated data logger:
This is a small microcontroller unit that houses an SD card to collect the anonymous SpO2, pulse, alarm status and recovery periods. The data logger will be connected to both the SCH Masimo oximeter and the Viamed oximeter by the standard isolated USB ports on the oximeters. The data logger has no direct connection to the patients. The research team have chosen to use a battery operated data logger, so that in the home community setting there is less need for available plug sockets.

The risks are as follows
1) Viamed oximeter is new to the trust and so this piece of kit has not been used before in SCH. The kit will be set up by the research physiologist (Ruth Kingshott) and she will receive full training from Viamed prior to its use. The Viamed oximeter will undergo the standard procedures at clinical engineering including: indemnity insurance certificate for loan kit, acceptance testing, logging of the serial numbers and a set loan period time agreed upon.

2) The battery operated data logger is new to the trust and so this piece of kit has not been used before in SCH. The kit will be set up by the research physiologist (Ruth Kingshott) and she will receive full training from Viamed prior to its use. The Viamed oximeter will undergo the standard procedures at clinical engineering including: indemnity insurance certificate for loan kit, acceptance testing, logging of the serial numbers and a set loan period time agreed upon
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	Summary Of Current Control measures
1) CE marked kit where appropriate
2) Has to pass MEMG approval
3) Full training of research staff who will be using the kit


	Overall Risk Grading

	Consequence (C)
	2
	Likelihood (L)
	1
	Risk (C x L)
	1


See over for grading table


	Consequence
	Likelihood

	1
	Negligible
	Minimal injury, none or minor treatment / adverse health outcome / some disruption to service / small financial loss / potential for public concern
	1
	Rare
	This will probably never happen / recur (not expected to occur for years)

	2
	Low
	Minor injury / <3 days off work / adverse health outcome / short term disruption to service / financial loss or claim < £10,000 / local media coverage short term
	2
	Unlikely
	Do not expect it to happen / recur but it is possible it may do so (expected to occur annually)

	3
	Medium
	Medium injury / 4-14 days off work / adverse health outcome / moderate service disruption / financial loss or claim £10,000-£100,00 / local media coverage long term
	3
	Possible
	Might happen or recur occasionally (Expected to occur monthly)

	4
	Very high
	Major injury or disability / closure of a service / financial loss or claim  £100,000-£1 Million / possible litigation / national media coverage short term
	4
	Likely
	Will probably happen / recur but it is not a persisting issue (Expected to occur weekly)

	5
	Extreme
	Death(s) / multiple permanent injury or health effects / extended service disruption or closure / financial loss or claim  >£1 Million / national media coverage long term
	5
	Almost certain
	Will undoubtedly happen / recur possibly frequently (Expected to occur daily) 

	Extreme 15 -25
	High 8 – 12
	Moderate 4 – 6
	Low 1 -3

	Extreme risk, immediate action required
	High risk, action planned immediately, commenced within one month
	Moderate risk, action planned within one month, commenced within three months
	Low risk, action planned within three months, reviewed within 1year
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CP33 Guidance On Assessing Risk Appendix 1 
Approved by Risk Management Committee May 2011
1
	Activity and Task

	Hazards and Risks 
Identified
	People at Risk 
	Controls In Place
	Consequence
	Likelihood
	Risk Rating
	Recommended 
Additional Controls
	Post
Risk
Rating

	
	
	
	
	1-5
	1-5
	1-25
	
	

	
	
	
	
	C    x   L   =    R
	
	

	1	Comment by Admin: Please check all of the statements on this form – as very difficult to fill in - thanks
Transporting the kit to the place of testing


	Dropping of equipment
	N
	Wipeable plastic carry trolleys to transport equipment (already standard issue).
	1
	1
	1
	Nil
	1

	2
Setting up the kit by the bedside in hospital


	
Not enough plug sockets






Kit falling off bedside tables onto floor or patient in hospital




	
N






Y
	
Viamed oximeter & datalogger are battery powered so no extra plug sockets required




The viamed oximeter is handheld and small, as is the data logger and both will be placed on the bedside table on top of the masimo 	Comment by Admin: Method of securing all kit to each other so when patient turns over, they don’t pull the kit onto themselves
	
  1






 1
	
1






1

	
1






1
	
Adequate supply of batteries






Adequate cable length to reach bedside table.


	
1

	3
Setting up the kit by the bedside at home


	
Not enough plug sockets






Kit falling off bedside tables onto floor or patient in hospital




	
N






Y
	
Viamed oximeter & datalogger are battery powered so no extra plug sockets required




Kit is placed on the floor at home to prevent falling kit

	
  1






 1
	
1






1

	
1






1
	
Adequate supply of batteries






Adequate cable length to reach onto floor.


	
1






1


	4
Attaching sensor to patient


	
Potential strangulation risk
	
Y
	
Sensors are placed on toes, with cables fed along clothing and out from bottom of bed to avoid strangulation risk
	
2
	
1
	
2
	
In addition, oximeters have in built low oxygen levels alarms which would be set off  if significant SpO2 levels were detected
	
2

	5
Connecting oximeters to data logger


	
Risk of connecting a patient to an extra piece of electrical kit
	
 Y
	
The data logger is battery powered. In addition the connections to mains powered masimo oximeter are isolated and fulfil all electrical safety and patient isolation requirements.
	2
	1
	2
	
	2
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	Area / Task
	Implementing Research Kit into Respiratory Service for Research Trial
	Date Of Assessment
	29/12/2016




5
You will have inevitably used some subjectivity in completing the risk assessment based on your knowledge, experience and judgement. You should record the rationale behind your decision making throughout this assessment.  You should also provide supporting evidence for your rationale if the rating is High or Extreme.

	Rationale
The risk form has been completed as part of the MEMG application because the kit being used is on trial for a research project. All of the risks mentioned above currently apply to standard clinical practice for our respiratory service oximeters. The only added risk here is the connection to the data logger (which is battery powered and isolated).









Action Plan For Risk Control
Where additional controls from those already in place have been identified record your action plan

	No.
	Risk
	Recommended 
Additional Controls
	Cost and Time to Implement
	Action By
	Target 
Date
	Date Completed
	Post
Risk
Rating

	
	


	
	
	
	
	
	

	
	


	
	
	
	
	
	

	
	


	
	
	
	
	
	

	
	


	
	
	
	
	
	

	
	


	
	
	
	
	
	




Instructions on using the risk assessment template – Please note these following pages will not print

Example
	Activity and Task
Persons at Risk
	Hazards and Risks 
Identified
	People at Risk
	Controls In Place
	Likelihood
	Consequence
	Risk Rating
	Recommended 
Additional Controls
	Post
Risk
Rating

	
	
	
	
	1-5
	1-5
	1-25
	
	

	
	
	
	
	L    x   C   =    R
	
	

	1
Offices, 
General use and access. 

	Items left /stored on floor due to inadequate storage, poor housekeeping.
No storage for staff personal items.
Too many paper files.
Slips and trips.
	Staff, visitors, possibly patients
	Shelves provided for files. 
	3
	2
	6
	Provide coat hooks.
Clear archive items from shelves to long term storage to create extra space.
Discussion with staff re good housekeeping
Ongoing monitoring by manager of housekeeping
	2



HOW TO USE THE RISK MATRIX:
1 Referring to the Risk Assessment Matrix Table on last page below, choose a classification for your risk consequence, e.g. manual handling issues could result in ‘Impact on staff safety’ or breach of ‘Statutory Duty’
2 From the descriptions of ‘Consequence’ choose the one you think most likely to occur.
3 So if the most likely consequence might be an injury resulting in absence of  4 - 14 days – the score is 3 
4 From ‘Likelihood’ choose the frequency which that consequence will occur at.
5 If the likelihood is assessed as ‘might recur occasionally’ – score 3 then the overall score is 9
6 If required reassess for a different consequence, so a worse consequence of 4 may have a likelihood of 2 giving an overall score of 8
7 Having assessed the range of consequences and associated likelihoods the overall score to be recorded is the worst case.
8 You can also assess a different type of consequence - only 3 types are shown in the table below  - more are available click icon here for the full NPSA consequence and likelihood risk matrix





8
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	CONSEQUENCE SCORE
	
	LIKELIHOOD SCORE

	Impact on the safety of patients, staff or public (physical/psychological harm)
	Quality/complaints/audit
	Statutory duty/ inspections 
	
	1
	2
	3
	4
	5

	
	
	
	
	This will probably never happen / recur 
	Do not expect it to happen / recur but it is possible it may do so
	Might happen or recur occasionally
	Will probably happen / recur but it is not a persisting issue
	Will undoubtedly happen / recur, possibly frequently

	Minimal injury requiring no/minimal intervention or treatment. 
No time off work
	Peripheral element of treatment or service suboptimal 
Informal complaint/inquiry
	No or minimal impact or breech of guidance/ statutory duty
	1
	1
	2
	3
	4
	5

	Minor injury or illness, requiring minor intervention 
Requiring time off work of less than 3 days 
Increase in length of hospital stay by 1-3 days
	Overall treatment or service suboptimal 
Formal complaint (stage 1) 
Local resolution 
Single failure to meet internal standards 
Minor implications for patient safety if unresolved 
Reduced performance rating if unresolved
	Breech of statutory legislation 
Reduced performance rating if unresolved
	2
	2
	4
	6
	8
	10

	Moderate injury  requiring professional intervention 
Requiring time off work for 4-14 days 
Increase in length of hospital stay by 4-15 days 
RIDDOR/agency reportable incident 
An event which impacts on a small number of patients
	Treatment or service has significantly reduced effectiveness 
Formal complaint (stage 2) complaint 
Local resolution (with potential to go to independent review) 
Repeated failure to meet internal standards 
Major patient safety implications if findings are not acted on
	Single breech in statutory duty 
Challenging external recommendations/ improvement notice
	3
	3
	6
	9
	12
	15

	Major injury leading to long-term incapacity/disability 
Requiring time off work for >14 days 
Increase in length of hospital stay by >15 days 
Mismanagement of patient care with long-term effects
	Non-compliance with national standards with significant risk to patients if unresolved 
Multiple complaints/ independent review 
Low performance rating 
Critical report
	Enforcement action 
Multiple breeches in statutory duty 
Improvement notices 
Low performance rating 
Critical report
	4
	4
	8
	12
	16
	20

	Incident leading  to death 
Multiple permanent injuries or irreversible health effects
An event which impacts on a large number of patients 
	Totally unacceptable level or quality of treatment/service 
Gross failure of patient safety if findings not acted on 
Inquest/ombudsman inquiry 
Gross failure to meet national standards
	Multiple breeches in statutory duty 
Prosecution 
Complete systems change required 
Zero performance rating 
Severely critical report
	5
	5
	10
	15
	20
	25
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Model matrix 


For the full Risk matrix for risk managers, go to www.npsa.nhs.uk 


Table 1 Consequence scores 

Choose the most appropriate domain for the identified risk from the left hand side of the table Then work along the columns in same row to assess the severity of the risk on the scale of 1 to 5 to determine the consequence score, which is the number given at the top of the column. 


		

		Consequence score (severity levels) and examples of descriptors 



		

		1 

		2 

		3 

		4 

		5 



		Domains 

		Negligible 

		Minor 

		Moderate 

		Major 

		Catastrophic 



		Impact on the safety of patients, staff or public (physical/psychological harm) 

		Minimal injury requiring no/minimal intervention or treatment. 

No time off work

		Minor injury or illness, requiring minor intervention 

Requiring time off work for >3 days 

Increase in length of hospital stay by 1-3 days 

		Moderate injury  requiring professional intervention 

Requiring time off work for 4-14 days 

Increase in length of hospital stay by 4-15 days 

RIDDOR/agency reportable incident 

An event which impacts on a small number of patients 




		Major injury leading to long-term incapacity/disability 

Requiring time off work for >14 days 

Increase in length of hospital stay by >15 days 

Mismanagement of patient care with long-term effects 

		Incident leading  to death 

Multiple permanent injuries or irreversible health effects

An event which impacts on a large number of patients 



		Quality/complaints/audit 

		Peripheral element of treatment or service suboptimal 

Informal complaint/inquiry 

		Overall treatment or service suboptimal 

Formal complaint (stage 1) 

Local resolution 

Single failure to meet internal standards 

Minor implications for patient safety if unresolved 

Reduced performance rating if unresolved 

		Treatment or service has significantly reduced effectiveness 

Formal complaint (stage 2) complaint 

Local resolution (with potential to go to independent review) 

Repeated failure to meet internal standards 

Major patient safety implications if findings are not acted on 

		Non-compliance with national standards with significant risk to patients if unresolved 

Multiple complaints/ independent review 

Low performance rating 

Critical report 

		Totally unacceptable level or quality of treatment/service 

Gross failure of patient safety if findings not acted on 

Inquest/ombudsman inquiry 

Gross failure to meet national standards 



		Human resources/ organisational development/staffing/ competence 

		Short-term low staffing level that temporarily reduces service quality (< 1 day) 

		Low staffing level that reduces the service quality 

		Late delivery of key objective/ service due to lack of staff 

Unsafe staffing level or competence (>1 day) 

Low staff morale 

Poor staff attendance for mandatory/key training 

		Uncertain delivery of key objective/service due to lack of staff 

Unsafe staffing level or competence (>5 days) 

Loss of key staff 

Very low staff morale 

No staff attending mandatory/ key training 

		Non-delivery of key objective/service due to lack of staff 

Ongoing unsafe staffing levels or competence 

Loss of several key staff 

No staff attending mandatory training /key training on an ongoing basis 



		Statutory duty/ inspections 

		No or minimal impact or breech of guidance/ statutory duty 

		Breech of statutory legislation 

Reduced performance rating if unresolved 

		Single breech in statutory duty 

Challenging external recommendations/ improvement notice 

		Enforcement action 

Multiple breeches in statutory duty 

Improvement notices 

Low performance rating 

Critical report 

		Multiple breeches in statutory duty 

Prosecution 

Complete systems change required 

Zero performance rating 

Severely critical report 



		Adverse publicity/ reputation 

		Rumours 

Potential for public concern 

		Local media coverage – 

short-term reduction in public confidence 

Elements of public expectation not being met 

		Local media coverage –

long-term reduction in public confidence 

		National media coverage with <3 days service well below reasonable public expectation 

		National media coverage with >3 days service well below reasonable public expectation. MP concerned (questions in the House) 

Total loss of public confidence 



		Business objectives/ projects 

		Insignificant cost increase/ schedule slippage 

		<5 per cent over project budget 

Schedule slippage 

		5–10 per cent over project budget 

Schedule slippage 

		Non-compliance with national 10–25 per cent over project budget 

Schedule slippage 

Key objectives not met 

		Incident leading >25 per cent over project budget 

Schedule slippage 

Key objectives not met 



		Finance including claims 

		Small loss Risk of claim remote 

		Loss of 0.1–0.25 per cent of budget 

Claim less than £10,000 

		Loss of 0.25–0.5 per cent of budget 

Claim(s) between £10,000 and £100,000 

		Uncertain delivery of key objective/Loss of 0.5–1.0 per cent of budget 

Claim(s) between £100,000 and £1 million

Purchasers failing to pay on time 

		Non-delivery of key objective/ Loss of >1 per cent of budget 

Failure to meet specification/ slippage 

Loss of contract / payment by results 

Claim(s) >£1 million 



		Service/business interruption Environmental impact 

		Loss/interruption of >1 hour 

Minimal or no impact on the environment 

		Loss/interruption of >8 hours

Minor impact on environment 

		Loss/interruption of >1 day 

Moderate impact on environment 

		Loss/interruption of >1 week 

Major impact on environment 

		Permanent loss of service or facility 

Catastrophic impact on environment 





Table 2 Likelihood score (L) 

What is the likelihood of the consequence occurring? 


The frequency-based score is appropriate in most circumstances and is easier to identify. It should be used whenever it is possible to identify a frequency. 


		Likelihood score 

		1 

		2 

		3 

		4 

		5 



		Descriptor 

		Rare 

		Unlikely 

		Possible 

		Likely 

		Almost certain 



		Frequency 

How often might it/does it happen 



		This will probably never happen/recur 




		Do not expect it to happen/recur but it is possible it may do so



		Might happen or recur occasionally



		Will probably happen/recur but it is not a persisting issue




		Will undoubtedly happen/recur,possibly frequently








Note: the above table can be tailored to meet the needs of the individual organisation. 


Some organisations may want to use probability for scoring likelihood, especially for specific areas of risk which are time limited. For a detailed discussion about frequency and probability see the guidance notes. 


Table 3 Risk scoring = consequence x likelihood ( C x L ) 

		

		Likelihood 



		Likelihood score 

		1 

		2 

		3 

		4 

		5 



		

		Rare 

		Unlikely 

		Possible 

		Likely 

		Almost certain 



		5 Catastrophic 

		5 

		10 

		15 

		20 

		25 



		4 Major 

		4 

		8 

		12 

		16 

		20 



		3 Moderate 

		3 

		6 

		9 

		12 

		15 



		2 Minor 

		2 

		4 

		6 

		8 

		10 



		1 Negligible 

		1 

		2 

		3 

		4 

		5 





Note: the above table can to be adapted to meet the needs of the individual trust.

For grading risk, the scores obtained from the risk matrix are assigned grades as follows

		    1 - 3 

		Low risk



		4 - 6

		Moderate risk



		  8 - 12

		High risk 



		   15 - 25

		Extreme risk 





Instructions for use 

1
Define the risk(s) explicitly in terms of the adverse consequence(s) that might arise from the risk. 


2
Use table 1 (page 13) to determine the consequence score(s) (C) for the potential adverse outcome(s) relevant to the risk being evaluated. 


3
Use table 2 (above) to determine the likelihood score(s) (L) for those adverse outcomes. If possible, score the likelihood by assigning a predicted frequency of occurrence of the adverse outcome. If this is not possible, assign a probability to the adverse outcome occurring within a given time frame, such as the lifetime of a project or a patient care episode. If it is not possible to determine a numerical probability then use the probability descriptions to determine the most appropriate score. 


4   Calculate the risk score the risk multiplying the consequence by the likelihood: C (consequence) x L   (likelihood) = R (risk score) 


5
Identify the level at which the risk will be managed in the organisation, assign priorities for remedial action, and determine whether risks are to be accepted on the basis of the colour bandings and risk ratings, and the organisation’s risk management system. Include the risk in the organisation risk register at the appropriate level. 
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