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NHS Wales Informatics Service shall establish, document and maintain throughout the life-cycle an ongoing process for identifying hazards associated with a product, estimating and evaluating the associated risks, controlling these risks, and monitoring the effectiveness of the controls. This process shall include the following elements:
· Phase one – risk acceptability
· Phase two – risk analysis
· Phase three – risk evaluation
· Phase four – risk control/ mitigation

This step of the Clinical Risk Management Process is the initiation of that ongoing process. 
Prior to the approval (NADB 2) to build a new product or the redesign of an existing product a clinical risk assessment must take place. This is achieved by undertaking patient safety workshops (workshops) with actual or potential end users (mainly clinical) of the product. The aim of the workshops is to identify the clinical risks associated with the product or service, that have the potential to cause harm to patients as a result of the functionality, the intended use and / or reasonably foreseeable misuse of the product. Technical risks such as data migration etc. will form part of the technical assurance processes. 
[bookmark: _Toc401228644]BACKGROUND
The aim of the clinical risk management process is to ensure that all relevant NWIS products, services and applications are designed and manufactured in such a way that, when used under the conditions and for the purposes intended, they will not compromise:
· the clinical condition or the safety of patients, or 
· the safety and health of users of the products or services or
· those persons who may indirectly be affected by the products or services.
  
Furthermore the process will ensure where risk exists it is at an acceptable level when assessed against the benefits to the patient. This step of the process follows the approval of the Clinical Risk Management Plan.

[bookmark: _Toc271635825][bookmark: _Toc401228645]ROLES AND RESPONSIBILITIES
	Role 
	Responsibility 

	Project Manager
	· Liaise with Clinical Risk Manager to arrange patient safety activities e.g. for format of the workshop
· Provide documentation at appropriate stages
· Identify delegates for the workshop 
· Attend the workshop to provide background information on the project etc as well as answering questions on the day. 
· A demonstration of the product to the delegates
· Note taking (although the risk register will be generated by the Clinical Risk Manager and support staff).
· Ensuring that there is sufficient expertise available to ensure technical questions and mitigations can be explained and understood 
· If the nature of the project changes, during the development or modification of the product, then a Highlight Report must be submitted

	Project Board
	· Inform and approve processes and documentation to assure PSAB/NADB

	Clinical Risk Manager
	· Advice on clinical risk management process and documentation
· Send invites for workshops at least six weeks in advance
· Provide administration support during the workshop to develop the risk register
· Facilitate the workshop (or identify a facilitator) 
· Provide a Clinical Risk Register within a week after the final workshop
· Work with the project manager on an ongoing basis to review and populate the risk register as required

	Head Health & Social Care Informatics
	· Ensure the Clinical Risk Management Process is supported, resourced and adhered to

	Director responsible for clinical safety 
	· Provide strategic leadership for the Clinical Risk Management Process 

	Patient Safety Approval Board (PSAB)
	· Advised on the progress of the project and be informed of any high risks


[bookmark: _Toc271635826][bookmark: _Toc401228646]PROCEDURE
[bookmark: _Toc401228647]Clinical Risk Assessment and Analysis
The workshops must take place early in the product development phase to usefully inform the build or procurement of the product; however the development of the product should be sufficiently developed for workshop attendees to be in a position to make a realistic assessment of the potential clinical risks which could result from the products use. 
Patient Safety Workshop
a. If using an agile approach it is during the Scoping phase, when the user story(s) have been collated and prioritised and before the commencement of any development the first workshop should take place. Initial risk assessment should be carried out in parallel with the original user story capture, elaboration and initial software scoping phase of the overall HIT development programme.
b. There should be a minimum of two workshops, unless no unacceptable risks are identified; then one workshop is appropriate; 
· Workshop one: to identify and score risks (analysis and evaluation) – depending on the complexity of the product several workshops may be needed to explore all the functionality, 
· Workshop two: to review mitigations and score the residual risks (risk controls and evaluation). 

c. The format of the workshop will be agreed between the NWIS Clinical Risk Manager and the project manager e.g. web ex / face-to-face etc.
d. Invites must be sent out with at least eight weeks’ notice to ensure clinical staff can make the appropriate arrangements with their employers.
e. Workshop participants will be identified jointly between the project manager and the Clinical Informatics directorate, they are expected to have:
· Knowledge of the clinical area / clinical process the product is being designed to support; 
· An understanding of the context in which the product will be used; and
· Knowledge of the functionality of the software, in particular where failure may occur or where possible deviation from expected performance may arise.

f. The project manager must supply sufficient information for the workshop delegates to be aware of the purpose and scope of the product to be assessed. This can be in many forms; a briefing, prepared presentation sent in advance, access to training modules to set the context of the product e.g. Welsh Clinical Portal, diagrams, flowcharts etc. which will furnish the reader with a concise background to the product. Co-dependencies will also need to be set out in advance to ensure the delegates are aware of how the proposed product interacts with existing or other proposed systems. 
g. Background information on the Clinical Risk Management Process for workshop delegates will be provided.
h. The main outcome of the clinical risk assessment will be the creation of a Clinical Risk Register which will be continually updated throughout the life cycle of the product.
i. The Clinical Risk Register will be used to inform the development of the Clinical Risk Assessment report i.e. step 3 of the Clinical risk management process. 

Clinical Risk Assessment
a. Phase one – risk acceptability 
The first phase of the clinical risk assessment process is the determination of levels of risk that would be acceptable; the NWIS Risk Management Strategy and Policy sets out the acceptability criteria. 

b. Phase two – risk analysis

This is the purpose of the workshop; the delegates will review the development through the use of screen shot, mock up, wireframes etc. They will use their experience and knowledge of the current clinical and business processes to identify whether the proposals introduce any risks to the patients, organisations etc.
c. Phase three – Risk Evaluation

In the third phase of the risk assessment process using the risk scoring matrix; the consequence and likelihood of the risk will be considered, the estimated risks will then be compared to the risk acceptability criteria. Workshop delegates will use their experience to inform this analysis. This comparison will determine an appropriate level of risk reduction, if necessary. This is called risk evaluation. The combination of risk analysis and risk evaluation is called risk assessment.
d. Phase four – Risk Control / mitigation

NWIS must establish actions, i.e. risk control measures, intended to eliminate or reduce each risk to meet the previously determined risk acceptability criteria. Within the limits of feasibility, one or more risk control measures may be incorporated in order to achieve this end. Risk control activities may begin as early as design input and continue through the design and development process, manufacturing, distribution, installation, servicing and throughout the product life cycles. A hierarchy of risk control measures should be examined in the following order:
· Inherent safety by design;
· Protective measures in the device or its manufacture;   Information for safety, such as warnings, etc.
· Training

This approach will then ensure all unacceptable risks have been reduced to an acceptable level. Risk controls will be evaluated at the second patient safety workshop if unacceptable risks are identified.

For an agile approach on-going risk assessment processes should be included in sprint activities throughout the development life cycle, and are essential in providing further means of hazard identification and risk reduction. Accurate cross referencing using unique identifier(s) should be used to maintain traceability between User Stories and related identified risks. This will also ensure traceability throughout the systems life cycle.

NB Clinical risk assessment is an iterative process and further detailed risk assessment will be required in advance of each development and build activity.  Outcomes of risk assessments either as a consequence of clinical risk workshops, or through the emergence / identification of risks at either prototype or pilot phases of the project or product development will be logged in the Clinical Risk Register. An example would be a review of the outcome of the technical testing; any test issues identified as having a potential impact on patient safety will be assessed and in the event that modifications to the product are necessary reprioritisation based on clinical risk and testing categorisation will occur. 
[bookmark: _Toc401215411][bookmark: _Toc401228648]Clinical Risk Management File
For each NWIS product or service a Clinical Risk Management File will be established and maintained, the risk management file shall provide documentation and traceability for each identified risk to ensure the following has been undertaken:
1. Clinical risk plan (this document) approved on behalf of the Patient Safety Approval Board (PSAB)
2. Clinical risk workshops

a. the risk analysis;
b. the risk evaluation;
c. the implementation and verification of the risk control measures;
d. the assessment of the acceptability of any residual risk(s).
3. Clinical risk assessment report /register 
4. Clinical safety case report     
5. Post Pilot Review Report
6. Pre-release stage report

Collectively the reports outlined above are referred to as the Clinical Risk Management File, the reports for each project are held electronically on the NWIS main server (P drive) and hard signed copies kept on file by  the Clinical Risk Manager.
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	Term
	Definition

	Clinical risk
	[bookmark: _Toc375133299]Combination of the severity of harm to a patient and the likelihood of occurrence of that harm

	Clinical risk analysis
	[bookmark: _Toc375133300]Systematic use of available information to identify and estimate a risk.

	Clinical risk control
	[bookmark: _Toc375133301]Process in which decisions are made and measures implemented by which clinical risks are reduced to, or maintained within, specified levels.

	Clinical risk estimation
	[bookmark: _Toc375133302]Process used to assign values to the severity of harm to a patient and the likelihood of occurrence of that harm.

	Clinical risk evaluation
	[bookmark: _Toc375133303]Process of comparing a clinical risk against given risk criteria to determine the acceptability of the clinical risk.

	Clinical risk management
	[bookmark: _Toc375133304]Systematic application of management policies, procedures and practices to the tasks of analysing, evaluating and controlling clinical risk.

	[bookmark: _Toc375133305]Clinical Risk Management File

	[bookmark: _Toc375133306]Repository of all records and other documents that are produced by the clinical risk management process. 

	[bookmark: _Toc375133309]Clinical Risk Management Plan
[bookmark: _Toc375133310]
	[bookmark: _Toc375133311]A plan which documents how the organisation will conduct clinical risk management of HIT Systems. 

	[bookmark: _Toc375133312]Clinical safety
	[bookmark: _Toc375133313]Freedom from unacceptable clinical risk to patients

	Daily Scrum
	1) A meeting to bring all team members up to date on the information that is vital for coordination: each team members briefly describes any completed contributions and any obstacles that stand in their way

	Harm
	[bookmark: _Toc375133321]Death, physical injury, psychological trauma and/or damage to the health or wellbeing of a patient.

	Hazard
	[bookmark: _Toc375133323]Potential source of harm to a patient

	[bookmark: _Toc375133324]Health IT System
	[bookmark: _Toc375133325]Product used to provide electronic information for health or social care purposes. The product may be hardware, software or a combination. 

	Likelihood
	[bookmark: _Toc375133329]Measure of the occurrence of harm.

	[bookmark: _Toc375133330]Lifecycle
	[bookmark: _Toc375133331]All phases in the life of a HIT System, from the initial conception to final decommissioning and disposal. 

	Quality Management System
	Is a management technique used to communicate to employees what is required to produce the desired quality of products and services and to influence employee actions to complete tasks according to the quality specifications.

	[bookmark: _Toc375133332]Risk Register
	[bookmark: _Toc375133333]Repository to record the results of the clinical risk analysis and clinical risk evaluation. 

	Wireframe
	Also known as a page schematic or screen blueprint, is a visual guide that represents the skeletal framework of a website. Wireframes are created for the purpose of arranging elements to best accomplish a particular purpose
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Background Information to Patient Safety Risk Assessment Workshops  


You have been invited to attend a clinical risk workshop. The information contained in this paper, supplemented by the project brief would be helpful for you to read in preparation. 


NHS Wales Informatics Service (NWIS) is a national programme to develop new information management technologies to transform health services for the people of Wales. Its aim is to modernise health service delivery, promoting new ways of working through better access to information and knowledge for shared decision making. 


The use of information management and technology (IM&T) in support of the delivery of health and social care has the potential to; provide patient benefit, improve clinical practice and improve service efficiency. To achieve these benefits, health software systems must be examined to ensure maximum patient safety. NWIS has developed a clinical risk management process. This process provides additional assurance that the design, development and testing of all NWIS software products achieve the maximum level of patient safety and that they adhere to robust clinical risk and safety assessment processes. The focus of the NWIS Clinical risk management process is the clinical safety testing of its products from design through development and final testing stages. 


Clinical Risk Workshops


For each product NWIS produces or procures the Clinical Risk Management Process will be followed to ensure that clinical risks are identified and graded to ensure the projects can build in safeguards to ensure the risks do not affect the patient or affect their care. This is undertaken by having a series of workshops with clinicians and NWIS teams to identify, grade and review clinical risks.


The workshops involve several people:


· NWIS Clinical Risk Manager - Will advise on the process and methodology, facilitate and help run workshops.  They will ensure next steps and follow on actions are agreed and followed up later with NWIS projects.  This role will vary considerably with the size and complexity of workshops and the ‘stage’ of the 

· NWIS Clinical Safety Team - This is a specialist clinical advisor in NWIS e.g.  pharmacy, clinical design, clinical testing, nursing etc.  They will help explain or demonstrate the ‘product’ or system depending on the stage in the ‘product life cycle’ the workshop is being held. 

· NWIS Project Staff - Usually NWIS National Project Managers and or Programme Managers may attend. Staff from the project team may also be present given their knowledge of the project, project content and functionality at that stage in the ‘product’ development.   There may also be members of the project team such as implementation managers present, dependent on the stage the project is at, who may contribute ideas and practical suggestions in their area.


· NWIS and non-NWIS Technical Staff (National and Local) - Technical staff may attend.

· NWIS Information Governance Staff - As with technical staff, IG may attend less frequently.

· Clinical Stakeholders - you and other attendees on the day. There will be several members of the multi-disciplinary team to whom the product will be of interest. 

The workshops usually last two and half hours, refreshments will be supplied. 


Your role


As an external Clinical Stakeholder you play an essential role in the product development. You are being asked to input into the workshop to identify what you see are the potential clinical risks and the clinical impact of the product. The risks will be scored throughout the workshop and reviewed at the end to ensure all risks have been accurately recorded. Depending on the outcome of the workshop, high or sever risks have been identified with the proposed system, you might be invited to a further workshop to review the mitigations and score the residual risk.

We have identified you as one of a variety of clinicians to attend the day, but in preparation we would appreciate it if you would spend some time prior to the workshops considering what the clinical risks are associated with the product identified in the attached brief, you may wish to discuss this with colleagues and/ or your organisation’s risk or governance managers. Knowledge of the ‘product’ is not essential you can still help by asking the ‘obvious’ questions at the workshop, or you could contact the Clinical Risk Manager at NWIS beforehand (peggy.edwards@wales.nhs.uk).


Identifying risks


The process requires a complete assessment of the clinical risks (the potential source of harm to a patient). These are identified on an iterative basis at all stages in the life cycle of the health software ‘product’ or system, ranging from requirements capture and concept development to deployment and use.  


To assist those undertaking risk identification the following elements of the process should be considered:


· the Likelihood that an undesired event will occur; and


· the Severity of the impact of this event on patients.


Assignment of Risk Scores.


The scoring of clinical risk requires a risk classification scheme in order to assist with prioritising risk reduction activities and subsequent assessment of test issues and service incidents.  Table 1 defines the likelihood of the risk occurring for that product.


Table 1

		Categories of likelihood of the occurrence of system risks.



		Descriptor

		Score

		Probability



		Rare

		1

		This will probably never happen/recur (except in very exceptional circumstances) in the life cycle of the product.



		Unlikely

		2

		Do not expect it to happen/recur but it is possible that it may do so. Expected to occur at least annually in any area where the product is used. The risk may be corrected and/or managed.



		Possible

		3

		It might happen or recur occasionally. Expected to occur at least monthly in any area where the product is used. Harm may be prevented by Clinician.



		Likely

		4

		It will probably happen/recur but it is not a persisting issue. Expected to occur at least weekly in any area where the product is used. Harm is unlikely to be prevented by Clinician.



		Almost certain

		5

		It will undoubtedly happen/recur, possibly frequently. Expected to occur at least daily in any area where the product is used.





Table 2 defines categories of severity associated with system risks. These categories relate to single incidents of failure, which may affect individual patients or several patients at once.

		Severity of Risk



		Descriptor 

		Score

		Consequence



		Catastrophic

		5

		Death of a single patient or multiple permanent injuries or irreversible health effect. An event which impacts on a large number of patients. Totally unacceptable level or quality of treatment/service. Huge impact on reputation and/or costs.  



		Major 

		4

		Permanent harm to a single patient or moderate harm to multiple patients. A serious impact on quality and/or output and reputation.  Mismanagement of patient care with long-term effects. Increase in length of hospital stay by >15 days. Medium to long-term effect and difficult to recover.



		Moderate 

		3

		Harm affecting single patients for up to a year, or minor harm to multiple patients.  Increase in length of hospital stay by 4-15 days 


Medium term effect which may be expensive to recover. Treatment or service has significantly reduced effectiveness 






		Minor 

		2

		Short term harm to single patient, loss, delay, inconvenience or interruption on services.  Increase in length of hospital stay by 1-3 days. Overall treatment or service suboptimal. 






		Negligible (minimal) 

		1

		No harm to patients, loss, delay, inconvenience or interruption on services.  Minimal injury requiring no/minimal intervention or treatment. Can be easily and quickly remedied. Peripheral element of treatment or service suboptimal.





Table 3 combines the risk severity and likelihood categories to produce a Clinical Risk Classification Matrix, which provides a measure of safety risk, i.e. the combination of the likelihood of occurrence of harm to a patient and the severity of that harm. These measures have been grouped into ‘Risk Acceptance’ categories.

		Likelihood

		Almost Certain

		5

		10

		15

		20

		25



		

		5

		(Moderate)

		(Significant)

		(High)

		(High)

		(High)



		

		Likely

		4

		8

		12

		16

		20



		

		4

		(Moderate)

		(Moderate)

		(Significant)

		(High)

		(High)



		

		Possible

		3

		6

		9

		12

		15



		

		3

		(Low)

		(Moderate)

		(Significant)

		(Significant)

		(High)



		

		Unlikely

		2

		4

		6

		8

		10



		

		2

		(Low)

		(Moderate)

		(Moderate)

		(Moderate)

		(Significant)



		

		Rare

		1

		2

		3

		4

		5



		

		1

		(Low)

		(Low)

		(Low)

		(Moderate)

		(Moderate)



		 

		 

		1

		2

		3

		4

		5



		

		 

		Negligible

		Minor 

		Moderate

		Major

		Catastrophic 



		

		 

		Consequence





Once risks are identified they should be recorded in the risk register. The risk register is a repository for recording; system risks relevant to the safety review and risk reduction activities, it is maintained throughout the lifetime of the system. We will be producing a risk register at the end of the workshops which will support the process of building in safeguards and mitigations into the products.


Table 4 defines Acceptance of Risk Categories associated with risks and sets out the required mitigating actions. It also defines the actions required for the acceptance of safety risk associated with in-service incidents.

		Risk

		Acceptance Category

		Action required for identified risks



		Low (1-3)

		Acceptable

		A project will be content to carry these risks. No need to consider the risk appetite nor to proceed any further with the assessment but merely record in the risk register that the risk has been identified and that due to its low likelihood or impact no further action will be required. No justification is required unless explicitly requested.



		Moderate (4-8)

		Justifiable

		A project needs to consider mitigation against these risks. Justification for the acceptability of risk controls to be recorded in the Clinical Safety Case Report and supported by evidence.



		Significant (9-14)

		Intolerable

		A project will be concerned about these risks. The risks need to be managed by the project, depending on the impact, and may need ongoing assurance to the Project Board. NWIS/Project Test Leads to be notified of the risk as soon as practicable and appropriate mitigating action agreed. Where agreed mitigation leads to additional functional or non-functional requirements, these will be identified in the Clinical Safety Case Report and evidence for their achievement provided.



		High (14-25)

		Unacceptable

		These risks will be considered as significant and will need proactive review and oversight by the Project Board.  NWIS/Project Test Leads to be notified of the risk as soon as practicable. Re-specification or re-engineering is required to eliminate the risk. This risk may only be accepted under exceptional circumstances.





Once the risk register is developed a decision should be made upon the acceptability of that clinical risk. The risk matrix prompts that judgment by its colour coding


Key Definitions 


· Clinical risk is “..the combination of the likelihood of occurrence of harm to a patient and the severity of that harm”. 


· Clinical risk assessment is a process to understand risks associated with the application of health software (including potential risks) and to examine risks to determine causes and potential impacts on patients. 


· Once a clinical risk has been identified, clinical risk estimation is carried out to assign values to the likelihood of occurrence of harm to a patient and the severity of that harm. 


· Finally as part of the overall clinical risk management exercise, efforts will be made to ensure that clinical safety – that is “….freedom from unacceptable clinical risk to patients” is managed.


What’s next


Please review the product briefing we have supplied with this information, think about the clinical risks you foresee with the proposal, consider the current issues within the existing system but also be mindful of the current safeguards to ensure those are also captured within our discussions.


After each workshop we will circulate the risk register for your comments and this will then feed into the wider Clinical risk management processes at NWIS.


Thank you very much for your time. 
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		Likelihood

		Almost Certain

		5

		10

		15

		20

		25



		

		5

		(Moderate)

		(Significant)

		(High)

		(High)

		(High)



		

		Likely

		4

		8

		12

		16

		20



		

		4

		(Moderate)

		(Moderate)

		(Significant)

		(High)

		(High)



		

		Possible

		3

		6

		9

		12

		15



		

		3

		(Low)

		(Moderate)

		(Significant)

		(Significant)

		(High)



		

		Unlikely

		2

		4

		6

		8

		10



		

		2

		(Low)

		(Moderate)

		(Moderate)

		(Moderate)

		(Significant)



		

		Rare

		1

		2

		3

		4

		5



		

		1

		(Low)

		(Low)

		(Low)

		(Moderate)

		(Moderate)



		 

		 

		1

		2

		3

		4

		5



		

		 

		Negligible

		Minor 

		Moderate

		Major

		Catastrophic 



		

		 

		Consequence





		Categories of likelihood of the occurrence of system risks.



		Descriptor

		Score

		Probability



		Almost certain

		5

		It will undoubtedly happen/recur, possibly frequently. Expected to occur at least daily in any area where the product is used.

Greater than one in 10 patients per year (10% error rate)



		Likely

		4

		It will probably happen/recur but it is not a persisting issue. Expected to occur at least weekly in any area where the product is used. Harm is unlikely to be prevented by Clinician.

One in 10-on in 100 patients per year (10-1%) error rate



		Possible

		3

		It might happen or recur occasionally. Expected to occur at least monthly in any area where the product is used. Harm may be prevented by Clinician.

One in 100 – one in 1000 patients per year (1- 0.1% error rate)



		Unlikely

		2

		Do not expect it to happen/recur but it is possible that it may do so. Expected to occur at least annually in any area where the product is used. The risk may be corrected and/or managed.

One in 1000- one in 10 000 patients per year (0.1-0.001%) error rate






		Rare

		1

		This will probably never happen/recur (except in very exceptional circumstances) in the life cycle of the product.

Greater than on in 10 000 patients per year  (> 0.001% error rate)



		

		

		



		Severity of Risk



		Descriptor 

		Score

		Consequence



		Negligible (minimal) 

		1

		No harm to patients, loss, delay, inconvenience or interruption on services.  Minimal injury requiring no/minimal intervention or treatment. Can be easily and quickly remedied. Peripheral element of treatment or service suboptimal.



		Minor 

		2

		Short term harm to single patient, loss, delay, inconvenience or interruption on services.  Increase in length of hospital stay by 1-3 days. Overall treatment or service suboptimal. 






		Moderate 

		3

		Harm affecting single patients for up to a year, or minor harm to multiple patients.  Increase in length of hospital stay by 4-15 days 


Medium term effect which may be expensive to recover. Treatment or service has significantly reduced effectiveness 






		Major 

		4

		Permanent harm to a single patient or moderate harm to multiple patients. A serious impact on quality and/or output and reputation.  Mismanagement of patient care with long-term effects. Increase in length of hospital stay by >15 days. Medium to long-term effect and difficult to recover.



		Catastrophic

		5

		Death of a single patient or multiple permanent injuries or irreversible health effect. An event which impacts on a large number of patients. Totally unacceptable level or quality of treatment/service. Huge impact on reputation and/or costs.  





Acceptance of Risk Categories associated with risks and sets out the required mitigating actions. It also defines the actions required for the acceptance of safety risk associated with in-service incidents.


		Risk

		Acceptance Category

		Action required for identified risks



		Low (1-3)

		Acceptable

		A project will be content to carry these risks. No need to consider the risk appetite nor to proceed any further with the assessment but merely record in the risk register that the risk has been identified and that due to its low likelihood or impact no further action will be required. No justification is required unless explicitly requested.



		Moderate (4-8)

		Justifiable

		A project needs to consider mitigation against these risks. Justification for the acceptability of risk controls to be recorded in the Clinical Safety Case Report and supported by evidence.



		Significant (9-14)

		Intolerable

		A project will be concerned about these risks. The risks need to be managed by the project, depending on the impact, and may need ongoing assurance to the Project Board. NWIS/Project Test Leads to be notified of the risk as soon as practicable and appropriate mitigating action agreed. Where agreed mitigation leads to additional functional or non-functional requirements, these will be identified in the Clinical Safety Case Report and evidence for their achievement provided.



		High (14-25)

		Unacceptable

		These risks will be considered as significant and will need proactive review and oversight by the Project Board.  NWIS/Project Test Leads to be notified of the risk as soon as practicable. Re-specification or re-engineering is required to eliminate the risk. This risk may only be accepted under exceptional circumstances.
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