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[bookmark: _Toc271635822][bookmark: _Toc402939124]PURPOSE
This document describes the processes in place to assess and mitigate clinical risks and assure the clinical safety of NHS Wales Informatics Service (NWIS) products and services, during the development, design and procurement phase of the product lifecycle.
[bookmark: _Toc271635823][bookmark: _Toc402939125]SCOPE
This process covers all NWIS products and services which impact on the clinical safety of patient / citizen care.
[bookmark: _Toc402939126]Products and services that must adhere to the NWIS Clinical Risk Management Process
The development of HIT and the portfolio of NWIS products and services range from infrastructure and technical support e.g. network services, through to clinical decision support tools. Not all products and services will have a direct medical purpose therefore the adherence to the Clinical Risk Management Process will not be appropriate in all cases. 
[bookmark: _Toc402939127]Those products and services that should adhere to the NWIS Clinical Risk Management Process are:

· All NWIS products (built, procured or jointly developed with NHS or social care organisations) that influence the clinical care of a patient/citizen. 
· Any NWIS product that has already been released or used in an organisation, and is being redesigned e.g. version 2 of a product.
· Further development of existing NWIS products that were in existence prior to the clinical risk management process being implemented.
· Where the intended user environment changes and therefore had not been considered in the original scope of the clinical risk assessment process 
· Where previous restrictions to the release of an NWIS product for example caveats to release have been applied and need to be  addressed e.g. where the use of a product has only been agreed in one setting, for example out of hours, and the product is to be used in another setting, for example emergency departments. 
· Where assurance and a Clinical Authority to Release has been granted by a third party e.g. HSCIC, but restrictions to the release of that product are applicable to the intended use in Wales.
· In support of Proof of Concept and Service Improvement Projects where a small scale technical evaluation is used to inform an options appraisal for future development, the Clinical Risk Management Process will only partly apply i.e. a clinical risk assessment will need to be included in the evaluation but there will not be a requirement to produce a plan or report.

[bookmark: _Toc402939128]Those products and services that do not need to adhere to the NWIS Clinical Risk Management Process are:
· Technical Architecture only products (these are subject to technical assurance processes).
· Legacy systems (unless the scope or the system is redesigned).
· Where assurance and a Clinical Authority to Release has been granted by a third party e.g. HSCIC[footnoteRef:1], unless caveats have been applied to that product which are applicable to the intended use in Wales. [1:  Previously Connecting for Health ] 

· Products which are ‘non-clinical’ and are only used for administration or managerial auditing purposes e.g. electronic travel expenses.


[bookmark: _Toc271635825][bookmark: _Toc402939129]ROLES AND RESPONSIBILITIES
NWIS Clinical – responsible for patient safety & clinical risk activities.
NWIS Head of Health & Social Care Information – responsible for the day-to-day oversight of the Clinical Risk Management Process 
NWIS Clinical Risk Manager – responsible for developing, reviewing and overseeing the Clinical Risk Management Process 
MWIS Project Managers – responsible for ensuring the appropriate risk assessment activities take place and for producing all reports
[bookmark: _Toc271635826][bookmark: _Toc402939130]PROCEDURE
[bookmark: _Toc402939131]Clinical Risk Management Plan
A Clinical Risk Management Plan must be produced by the project manager (in dialogue with the Clinical Risk Manager) either at the business planning stage, or during the development of the requirements specification to inform the procurement of a product. The plan sets out the clinical risk activities associated with the development and release of the product. This report is developed by the project manager. 
[bookmark: _Toc402939132]Clinical Risk Assessment
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 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. Workshops are attended by the project team and facilitated by the NWIS Clinical Risk Manager. The output of the workshop is a risk register.
[bookmark: _Toc402939133]Clinical Risk Assessment Report
The Clinical Risk Assessment Report must provide a definitive statement of the assessed risks for a product or service at the build stage of the product life cycle. It should draw conclusions about specific risks (those assessed as high or significant) and detail the overall level of clinical safety risk. In addition recommendations for the mitigation of risk should be included. This report is developed by the project manager. 

[bookmark: _Toc402939134]Clinical Safety Case Report
The Clinical Safety Case report is the primary vehicle for presenting a statement concerning the clinical safety of the product at a defined point in the product’s life cycle i.e. prior to use in the live environment (whether that be at pilot phase or release). It includes the outcomes of the assessment procedures (including testing), identifies residual risks, mitigations that have been deployed to address significant and high risks, related operational constraints and limitations and includes recommendations regarding product deployment. This report is developed by the project manager. 

[bookmark: _Toc402939135]Patient Safety Approval Board - Approval for Initial Implementation
Before any NWIS developed health information technology system is used within the live environment in a health board or trust it must be approved by the Patient Safety Approval Board (PSAB). For the purposes of this process ‘initial implementation’ is defined as the initial ‘go live’ period when the product / system is still the responsibility of the project manager and project board and prior to roll out across Wales (or prior to NADB 3 approval).
Prior to submission to the PSAB an Executive Group of the board, the Patient Safety Executive Group (PSEG) will conduct an operational readiness review, based upon the Clinical Safety Case Report,  to establish whether clinical safety has been addressed, testing has been complete and service management arrangements are in place. 

[bookmark: _Toc402939136]Post Pilot Review Report
The aim of the post pilot review is to establish whether the clinical risks identified from previous assessments were valid, comprehensive and appropriately scored. The review will draw upon disparate information sources to provide a definite statement on the clinical safety of the product e.g. local incident reports, service desk reports, requests for changes etc. This report is supplied by the project manager. 

[bookmark: _Toc402939137]Pre Release Report
Prior to the release or deployment of the health software product a review of the Clinical Risk Management Process must be undertaken to confirm that all risk activates have been undertaken and the residual risks are acceptable. This review is conducted by the NWIS Clinical Risk Manager.
Once approved the product can be released to the NHS in Wales, subject to National Architecture Design Board approval. 
[bookmark: _Toc402939138]Exception Report
Where it is considered that a project or product may not be required to undertake all the steps in the Clinical Risk Management Process, the project manager should produce an Exception Report to seek authorisation from the Clinical Director /Patient Safety Approval Board to reduce the scope of a clinical risk assessment or a step within the Clinical Risk Management Process.

[bookmark: _Toc402939139]Highlight Report
In the event that risks or issues are identified that require reporting, action and recording for example during testing, when a supplier raises a question about a requirement, when the scope of the project has changed or when a potential incident is raised during early adopter status, a highlight report will be required for submission to the Clinical Risk Manager.
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	Document
	Version

	CRM-001-2 Step 2 - Developing a Clinical Risk Management Plan
	1.0

	CRM-001-3 Step 3 - Clinical Risk Assessment Report
	1.0

	CRM-001-4 Step 4 - Clinical Safety Case Report
	1.0

	CRM-001-5 Step 5 - Approval Prior to Initial Implementation
	1.0

	CRM-001-6 Step 6 - Post Pilot Review Report
	1.0

	CRM-001-7 Step 7 - Pre-Release Stage Report
	1.0

	BS EN ISO 14971:2012 ‘Medical Devices – Application of risk management to medical devices
	2012

	ISO/TS 29321 ‘Application of clinical risk management to the manufacture of health software’
	2.0

	ISO 31000:2009 Risk Management – Principles and Guidelines
	2009

	NPFIT-FNT-TO-TOCLNSA-1306.02 CRM Agile Development Implementation Guidance
	1.0

	National Architecture Design Board Product Assurance Process July 2010
	1.0

	Patient Safety Executive Board Terms of Reference 
	1.0



[bookmark: _Toc271635827][bookmark: _Toc402939141]DEFINITIONS
	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 management
	[bookmark: _Toc375133304]Systematic application of management policies, procedures and practices to the tasks of analysing, evaluating and controlling clinical risk.

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

	Health Information Technology system
	Management of health information across computerised systems and its secure exchange between consumers, providers and government

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

		Location



		Electronic
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[bookmark: _Toc375144678]Purpose of Plan

The Clinical Risk Management Plan sets out the clinical risk related activities, deliverables and key milestones and is the method to communicate this information to project work streams. The scope of this report covers the design and development of [insert project name here]

[bookmark: _Toc375144679]Description of the health software product including a statement on the intended use of the product

Insert a brief description of the product and its functions and a statement of its intended use

An intended use statement includes a general description of the diseases or conditions that the device will diagnose, treat, prevent, cure, or mitigate, including a description, where appropriate, of the patient population for which the device is intended. This needs to also establish whether the product is there to support clinical decision making or make clinical decision itself e.g. filters patients who have a certain test result and schedules a clinic appointment.

[bookmark: _Toc375144680]Clinical Context/Environment in which product will be used

Insert a brief description of the clinical context in which the product will be used.

[bookmark: _Toc375144681]Co-dependencies with other products

Insert any identified co-dependencies with other NWIS products .e.g. Welsh Clinical Portal, also identifying how the risk of those co-dependencies will be assessed and assured. A statement on the use of the National Reference Data Service will also be required if appropriate.

[bookmark: _Toc375144682]Summary of previous clinical risk activities

If a product has already been developed and released but now requires a redesign, the scope or the user environment has changed then a summary of the previous clinical risk activity, including any previous caveats to release, should be included.

This section should also include any reliance on the assurance process of other organisation such as Connecting for Health (if available the appropriate Safety Case and associated risk register should be include with the report)

[bookmark: _Toc375144683]Scope of planned activities relating to clinical risk management

Identify in this section whether the project will be separated out into several phases / work streams and how this will affect the clinical risk management process e.g. different workshops for different aspects of design / product development.



If relying on other assurance processes such as Connecting for Health then an explanation about the complementary nature of the processes is required and how any gaps identified will be addressed e.g. changes to the system since the safety case has been approved.

 

Activities will be arranged to collect and review information to ensure the process and developed products address any patient safety issues and are included in the project plan (appendix two).  These include delete as applicable:



1. Clinical Risk Team will provide a liaison and advisory role to the project

2. Information Governance team will provide a liaison and advisory role to the project

3. Involvement of / engagement with pilot site leads in LHBs, Trusts and clinical users

4. DAG  (Design Architecture Group) iterative review and approval of technical solution

5. Internal clinical review with the NWIS Clinical Informaticist Team

6. Clinical risk plan (this document) approved on behalf of the Patient Safety Approval Board (PSAB)

7. Clinical risk workshops

a. Based on requirements documentation and demonstration of [insert project name here]  functionality

b. Include stakeholder identified in appendix 1

c. First workshop anticipated …

d. Final workshop ….insert further workshops if anticipated



8. Clinical risk assessment report /register 

e. Risk register documents concerns and suggested mitigations raised in workshop,

f. Report.

9. Clinical safety case report 

g. The safety case report is a statement of the safety of the [insert project name here] including the extent to which mitigation has been addressed,

h. It will draw on the outputs of the initial clinical safety workshops.      

10. Post Pilot Review Report

i. Report outlining the evaluation of the pilot phase of the products development

11. Pre-release stage report

j. Report confirming that agreed controls have been implemented to mitigate risks identified,

k. Recommendation for Certificate of Authority to Release (CATR).



NADB (National Architecture Design Board), for approval

[bookmark: _Toc375144684]Anticipated time scales of the plan

An indication of the time scales associated with key miles stones within the should be given within the plan e.g. NADB planned submissions, piloting etc. A copy of the plan should be included in appendix two







[bookmark: _Toc375144686]Assignment of responsibilities and authorities

		Role 

		Responsibility 



		Project Manager

		· Ensure patient safety processes planned into project lifecycle

· Liaise with Clinical Risk Manager to arrange patient safety activities

· Provide patient safety documentation at appropriate stages 

· Attend and provide support at the patient safety workshops

· Provide personnel to demonstrate product at workshops



		Project Board

		· Inform and approve processes and documentation to ensure PSAB/NADB



		Clinical Risk Manager

		· Advice on clinical risk management process and documentation

· Support clinical risk workshops

· Support the development of clinical risk register

· Approve this plan

· Approve the Clinical Risk Assessment Report

· Write Pre-Release Report



		Head Health & Social Care Informatics

		· Quality Assure Clinical Safety Case Report, Post Pilot Review Report and Pre release Report



		Director of Nursing and Social Care Information

		· Approve the Safety Case Report on behalf of the PSAB 

· Approve the Post Pilot Review Report

· Approve the Pre-Release Report on behalf of the PSAB



		PSAB

		· Advised on the approval of the plan







Detailed project roles and responsibilities are outlined in the Project Initiation Documentation and terms of reference for the [insert project name here]  Programme Board with regard to patient safety and information governance.

[bookmark: _Toc375144687]Arrangements for review of clinical risk management activities

Clinical risk management activities will be reviewed in line with the project control and patient safety processes, including where needs escalation and highlight reporting.  Change control and exceptions relating to patient safety will be escalated as per the formal NWIS processes and to the Project and Patient Safety Advisory Boards.



[bookmark: _Toc375144688]Criteria to be used for analysis of clinical risk

The NWIS clinical risk management process will dictate the clinical risk scoring methodology and risk acceptability criteria.  

[bookmark: _Toc375144689]Arrangements to verify activities contained in the plan

Associated timescales and milestones for the project are detailed in the project plan and are monitored by the Project Manager.

[bookmark: _Toc375144690]Activities related to the collection and review of relevant production, post production and post deployment information 

The clinical risk register will be the main repository for clinical risk information. Regular formal reviews will be scheduled with the Clinical Risk Manager. The register will also be reviewed by the Project Board at each meeting and handed over to the Service Management Board after deployment.  




[bookmark: _Toc375144691]Appendix 1

Stakeholder identification for clinical risk workshops



		Stakeholder name

		Ext or Int

		Type 

		Level of influence

		Comment



		

		

		

		

		



		Named clinical group

		E

		End user

		HIGH

		



		Risk / Governance Managers at Trust / HB

		E

		Expert / receiver of product risk

		MEDIUM

		



		Information Governance leads

		I

		Expert

		HIGH

		



		Testing lead

		I

		Expert

		HIGH

		



		Clinical Informaticist 

		I

		Expert

		HIGH

		



		Patient Representatives e.g. CHC

		

		Advocate / end user

		LOW

		



		Patients

		

		End User

		LOW
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		Version
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		Version
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		Position
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		Peggy Edwards
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[bookmark: _Toc381955451]Authorisation

Signing of this document indicates acceptance of its contents.
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[bookmark: _Toc381955452]Document Location
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[bookmark: _Toc381955453]Purpose of the Report

The Purpose of an exception report is to 

· Seek authorization from the Clinical Risk Manager and Director of Clinical Informatics to defer a clinical risk assessment or a step within the Clinical Risk Management Process e.g. when relying on assurance from another body such as Connecting for Health

· To notify the Clinical Safety Lead when a Clinical risk assessment has not taken place

 Delete as required

[bookmark: _Toc381955454]Introduction to the Project

A brief outline of the project /product

[bookmark: _Toc381955455]Project History

Should include an historical overview outlining any previous risk management processes undertaken and when, also any written evidence e.g. Risk registers, Project Quality plans, Project Risk Logs

[bookmark: _Toc339894807][bookmark: _Toc381955456]Reasons why the Project team feel that they should reduce the scope of the Clinical Risk Management Process or a step in the Clinical Risk Management Process

A full explanation of the reason for the submission e.g.:



[bookmark: _Toc339894808][bookmark: _Toc381955457]Consequences of reducing the scope of the process or a step in the process

Should include information on the impact of the development, testing and roll out ) including a risk assessment score

[bookmark: _Toc339894809][bookmark: _Toc381955458]Further Actions

[bookmark: _Toc339894810][bookmark: _Toc381955459]Recommendations [the Project Managers recommendations]

[bookmark: _Toc381955460]Director Recommendations
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[bookmark: _Toc375207703]Purpose of the Report

The purpose of this document is to provide a comprehensive list of all the risks identified with the [insert project title here]. This document describes the identified risks and their impact in the clinical environment associated with the design of [insert project title here] prior to approval to build is granted (NADB stage 2). It assesses the level of clinical safety for the product as determined from the risk causes and controls. It provides a definitive statement of the assessed risks for the products and subsequent release, and draws conclusions about specific risks referencing the varying risk levels. Recommendations are made for mitigation of those risks identified. 

[bookmark: _Toc375207704]Product Description and Clinical Context

This can be cut and pasted from the Clinical Risk Management Plan unless the scope of the product has changed.

[bookmark: _Toc375207705]Overview of Assessment Process followed

The clinical risk assessment process has been and continues to be an iterative process. The process to date has intended to identify and assess system operational clinical risks and to subsequently prioritise them according to the level of clinical risk they present. The project has followed the NWIS clinical risk management process by completing a Clinical Risk Management Plan which was approved insert date and completing insert number clinical risk workshops.  

If clinical risks have been identified through other means e.g. during testing, then a statement should be included here to reflect this.



[bookmark: _Toc375207706]Definitive statement of the assessed product clinical risks

The complete [insert project title here] clinical risk register is contained in Appendix 1. The risks were initially identified during the clinical risk workshops:



· Insert date and venue of workshop 1

· Insert date and venue of workshop 2

· etc



There is/are:



·  High Risk

·  Significant Risks

·  Moderate Risks

·  Low Risks



[bookmark: _Toc375207707]Details of the Clinical Risk Register

Insert risk register here as an embedded document

[bookmark: _Toc375207708]Specific details on these risks with the highest levels of clinical risk

This insert and statement should be reproduced for every high and / or significant risk identified by the workshop.



The mitigation developed to address the significant / high risks is as follows:



		Risk Number

		



		Risk Name

		



		Risk description

		



		Cause

		



		Risk likelihood

		



		Risk severity

		



		Risk Score

		



		Mitigation

		



		Residual risk likelihood

		



		Residual risk Severity

		



		Residual risk Score

		



		Owner

		



		Acceptance

		



		Status

		









A statement should be made on the suggested or implemented mitigation for each individual risk which is significant or high.



[bookmark: _Toc375207709]Recommendations for the mitigation of risk [system changes/additional training]

If there are changes to the scope of the product of the clinical risk assessments or anticipated restrictions to the release of the product.

[bookmark: _Toc375207710]Statement of Risks and Co-Dependencies

Where the Clinical Risk Management Plan has identified co-dependencies with other products such as the WCP, a statement is required on the risks identified associated with the dependency on other products such as the affect of the unavailability of one product on another.

[bookmark: _Toc375207711]Conclusions about the overall level of the clinical safety risk

Edit as appropriate 

The level of clinical risk that remains is deemed to be acceptable. Clear and feasible solutions are available to address those risks that exist, as described in the previous table.



Identification of exclusions has reduced risks that may otherwise have been realised. The clinical risk management activities have ensured that the clinical safety of [insert product name] is sufficient to allow [project name]  to proceed to NADB stage 2 (Design).



Appendix 1

List the dates and delegates who attended each workshop and embed a copy the associated presentation or screen shoots used at the patient safety workshops, and identify the scope of what the patient safety workshops covered e.g. whole system, part of system etc.
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[bookmark: _Toc375207842]Purpose of the Report

The purpose of this report is to appraise the Director of Clinical Informatics of ………..

[bookmark: _Toc375207843]Introduction to the Project

A brief outline of the project /product

[bookmark: _Toc375207844]Project History

Should include an historical overview outlining any previous risk management processes undertaken and when, also any written evidence e.g. Risk registers, Project Quality plans, Project Risk Logs

[bookmark: _Toc375207845]Reasons for submission of the report

A full explanation of the reason for the submission e.g.:



Clinical Incident / Incident with clinical implications – outline the incident (date, time etc), implications for patient or clinical care,  immediate action, early investigation results, proposals for further investigation (or full report as attachment if updating)implications for project / NWIS



New risk identified outside the patient safety workshop or concern – outline of how risk was identified e.g. through testing, supplier identified a potential risk etc, how the risk has been reviewed (who etc), outcome of the assessment e.g. mitigations required.

[bookmark: _Toc375207846]Impact of the issues of concern

Should include information on the impact of the development, testing and roll out ) including a risk assessment score

[bookmark: _Toc375207847]Recommendations
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Completion notes – all text in light blue should be reviewed, completed or deleted as appropriate.


[bookmark: _Toc271635822][bookmark: _Toc375143174]Purpose

The purpose of this report is to act as the primary vehicle for presenting a statement concerning the clinical safety of the [insert product name here] at a defined point in its life cycle, e.g. prior to pilot.



It includes the outcomes of the assessment procedures and identifies any residual risks and related operational constraints and limitations, and includes recommendations regarding product deployment. It presents a case based on objective evidence that the clinical system does or will satisfy the safety aspects of the systems requirement.



Either (Delete as appropriate)

This report is requesting approval to pilot implementation of [insert product name here] in [insert pilot site name here] or 

This report is requesting approval to implementation the [insert product name here] in the NHS in Wales. 

[bookmark: _Toc271635823][bookmark: _Toc375143175][bookmark: _Toc364322297]Scope - Explanation of the Health Software System, including a statement in its intended use and the intended clinical environment.

Cut and paste this from the Clinical Risk Management Report unless the scope of the product has changed. The version number of the product this report relates to is required as well

[bookmark: _Toc364322299][bookmark: _Toc375143176]Risk identification and risk analysis

 [insert product name] project has conducted insert number patient safety workshops; insert dates.  The workshops were attended by identified key stakeholders to review the projects approach, development to date and identify and address patient safety issues.  



If reliance is being placed upon other assurance processes then a statement to that affect should be included (Previous Safety Case Report and associated risk register should be appended to this document).



A full list of clinical risks associated with the [insert product name] has been recorded in the clinical risk register (appendix one). The methodology outlined within the NWIS clinical risk management process was used to rate the risks.

Following the workshops a Clinical Risk Assessment Report was produced and approved on insert date.



Insert number clinical risks were identified during the assessment of [insert product name].  (Insert number other risks were considered but closed. They were either out of project scope, duplicates or merged with other risks if this statement is appropriate.)



· Insert number  high risks were identified, 

· Insert number  significant risk were identified

· Insert number  moderate

· and Insert number low.

The following high and significant risks were identified. Mitigations were identified have been implemented.

		Risk Number

		



		Risk Name

		



		Risk description

		



		Cause

		



		Risk likelihood

		



		Risk severity

		



		Risk Score

		



		Mitigation

		



		Residual risk likelihood

		



		Residual risk Severity

		



		Residual risk Score

		



		Owner

		



		Acceptance

		



		Status

		







[bookmark: _Toc375143177]Testing

A statement on where and when testing took place (both national and local). 

A statement indicating whether any new clinical risks have been identified as a result of testing and in the event that this has occurred the subsequent clinical risk assessment processes including required mitigations should be included.



This section details the outcome of the testing to date including a statement on any outstanding severity 1 or 2 defects and how these will be mitigated during the initial go live period. 



[bookmark: _Toc364322303][bookmark: _Toc375143178][bookmark: _Toc271635825]Changes to the product since last clinical risk workshop

Statement on any changes such as new requirements, including how these have been clinically risk assessed, if the assessment did not form part of a previous workshop (step 2) 

[bookmark: _Toc364322304][bookmark: _Toc375143179]Risks associated with system interoperability

The co-dependencies for [insert product name] are identified as:

List co-decencies and the risks associated with the dependency e.g. if one fails / unavailable the affect on the product.



[bookmark: _Toc364322305][bookmark: _Toc375143180]Performance monitoring arrangements during pilot/ implementation* phase

The text needed will depend upon the project phase – if going for pilot then details of the outcome of the tier 3 gateway review is required identifying the level of support for the pilot area including how escalation will work.



The Service Manager will regularly report performance statistics to the [insert product name]  Project during the pilot phase and any urgent deviations from service levels will be escalated to the Senior Responsible Officer until a Service Management Board has been put in place.



If for implementation then the following should be review and amended as appropriate.

 

The NWIS Business Services Centre has designated a Service Manager to monitor service levels on behalf of the [insert product name] Project.



These service levels are being negotiated and will be agreed in the Service Level Schedule for the [insert product name]. It will be the responsibility of NWIS Informatics Service directorate to provide the Service Manager with information on the performance of the service on day-to-day basis.



A statement on when the Clinical Safety Case Report and accompanying risk register will be formally handed over to the SMB. 



A statement on any actions required by SMB e.g. an outstanding risk will be addressed in future releases. Also an indication of how the SMB have been informed of this requirement.  



[bookmark: _Toc364322306][bookmark: _Toc375143181]Incident reporting arrangements

Arrangements for Incident Management are in place to support the [insert product name] as per the Service model. This includes the Primary Care Service Desk and through the Service Desk at NWIS Business Service Centre. This model will ensure ‘1st line’/ 2nd line capacity and capability to support the [insert product name] at national level. 



Adverse clinical incidents will be reported via the local incident reporting process as per local polices and procedures in place. 

Insert information on how incidents will be shared with and reviewed by the project team during the pilot phase, including escalation to the Clinical Risk Manager where appropriate.



[bookmark: _Toc364322307][bookmark: _Toc375143182]User guides and training arrangements

A statement should be made on how the specific risks identified during the risk assessment process have been incorporated into the user guides and training manual to ensure the end user if aware of potential hazards.

Where a user guide / training is identified as a mitigation verification is required in this section e.g. Risk identified – how the user guide / training addresses the risk. 



[bookmark: _Toc364322309][bookmark: _Toc375143183]Actions required by those deploying and using the product

For piloting

The [insert product name] project has developed an implementation guide and implementation co-ordination group to support and aid communication for the pilot of [insert product name]. A local risk assessment has been undertaken to consider local business processes. 



Findings from the evaluation and lessons learned from each [insert product name]  implementation will be used to inform and update documentation, future implementations and the development of [insert product name], including the Post Pilot Review. 



For those products not undertaking a pilot but moving straight to implementation then the following sections must be completed.

Each LHB has nominated a contact for each role identified for the implementation of [insert product name].  The responsibilities for each of these roles is documented in the [insert product name]  roll out schedule (appendix 2 ) and includes details on their involvement in the following:

· [insert product name]  prerequisites (technical requirements, agreements)

· Testing

· Identification of training needs

· Service support

· Identified Local Clinical sponsor / champion [insert name]  



[bookmark: _Toc364322308][bookmark: _Toc375143184][bookmark: _Toc364322311]Statement and justification of residual risk for the pilot/implementation phase

A statement should be made on the acceptability of any residual clinical risks of the product at this stage of the products development / life cycle. 



The clinical risk management activities have ensured that the clinical safety of [insert product name]  is sufficient to allow [insert product name]  to be piloted / implemented in [insert pilot site or clinical environment if seeking permission for implementation]



[bookmark: _Toc375143185]Recommendation to Patient Safety Approval Board

The Patient Safety Executive Group recommend that: 









[bookmark: _Toc271635827][bookmark: _Toc375143186]DEFINITIONS

		Term

		Definition



		

		





[bookmark: _Toc375143187]Appendix one
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[bookmark: _Toc263868852][bookmark: _Toc271635817][bookmark: _Toc375202512] Revision History

		[bookmark: _Toc263868853]Date

		Version

		Author

		Revision Summary
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[bookmark: _Toc271635818][bookmark: _Toc375202513] Reviewers 
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[bookmark: _Toc375202515]Document Location

		Type

		Location



		Electronic

		



		Hard Copy

		Clinical Risk Management Files










[bookmark: _Toc271635822][bookmark: _Toc375202516]PURPOSE

The purpose of this report is to act as the primary vehicle for presenting a statement concerning the clinical safety of the [insert product name here] at a defined point in its life cycle i.e. after the pilot period and prior to national implementation.



It includes the outcomes of; the assessment procedures and pilot evaluation and includes recommendations regarding product deployment. It presents a case based on objective evidence that the clinical system does satisfy the safety aspects of the systems requirement.



Approval of this report is also a pre-requisite to secure NADB stage 3 to enable the implementation of the [insert product name here] to all Health communities in Wales. 



[bookmark: _Toc339894253][bookmark: _Toc375202517]Explanation of the Health Software System, including a statement on its intended use

Cut and paste this from the Clinical Risk Management Report unless the scope of the product has changed. The version number of the product this report relates to is required as well.  



[bookmark: _Toc339894255][bookmark: _Toc375202518]A description of the pilot environment

The [insert product name here] was piloted between [insert date] in [insert the health environment]. 

A statement on the extent of use of the product in the pilot environment e.g. the number of times the product was actually used, by how many people e.g. the number of GPs in the practice. 

[bookmark: _Toc339894256][bookmark: _Toc375202519]Incident Review

During the pilot phase of  [insert product name here]:

· Insert number clinical incidents were reported and

· Insert number service desk incidents were reported.



An analysis should be undertaken into the number and types of clinical and service desk incidents reported during the pilot phase. This report should provide an indication on the frequency, type and severity of the incidents and include any actions taken as a result.



[bookmark: _Toc339894257][bookmark: _Toc375202520]Summary of change requests

During the pilot phase of  [insert product name here]:

· Insert number of change requests were received



		Change Request Number

		



		Change Request description

		



		Change Risk assessment likelihood

		



		Change Risk assessment severity

		



		Change Risk Score

		







[bookmark: _Toc339894258][bookmark: _Toc375202521]Risk identification and risk analysis

An updated and full list of clinical risks associated with the [insert product name] has been recorded in the clinical risk register. The methodology outlined within the NWIS clinical risk management process was used to rate the risks.

[insert product name] project had conducted insert number patient safety workshops; insert dates.  The workshops were attended by identified key stakeholders to review the projects approach, development to date and identify and address patient safety issues.  



Insert number clinical risks were identified during the assessment of [insert product name] and a further Insert number were identified during the pilot phase (Insert number other risks were considered but rejected. They were either out of project scope, duplicates or merged with other risks.)

These risks have since been reviewed by the clinical risk manager and the following ratings were applied:

· Insert number  high risks were identified, 

· Insert number  significant risk were identified

· Insert number  moderate

· and  Insert number low.

List the high and significant risks here, including mitigation a residual risk scores

		Risk Number

		If associated with a change request the change number should also be identified



		Risk Name

		



		Risk description

		



		Cause

		



		Risk likelihood

		



		Risk severity

		



		Risk Score

		



		Mitigation

		



		Residual risk likelihood

		



		Residual risk Severity

		



		Residual risk Score

		



		Owner

		



		Acceptance

		



		Status

		







If reliance is being placed upon other assurance processes then a statement to that affect should be included (Previous Safety Case Report and associated risk register should be appended to this document). This section should also identify if any risks not included in the original safety case which have become apparent during the pilot phase. 

The current risk register (which will be imported into Datix on approval of this report) is provided in appendix one.

[bookmark: _Toc339894261][bookmark: _Toc375202522]Risks associated with system interoperability

The co-dependencies for [insert product name] are identified as:

List co-decencies and the risks associated with the dependency e.g. if one fails / unavailable the affect on the product.



Cut and paste this from the Clinical Safety Case Report unless the scope/ risks of the product has changed

[bookmark: _Toc339894262][bookmark: _Toc375202523]Performance monitoring arrangements for implementation

The NWIS Business Services Centre has designated a Service Manager to monitor service levels on behalf of the [insert product name].



These service levels have been negotiated and agreed in the Service Level Schedule for the [insert product name]. It will be the responsibility of NWIS Informatics Operational Service Directorate to provide the Service Manager with information on the performance of the service on day-to-day basis.



The Service Manager will regularly report performance statistics to the [insert product name / board name if different]  Service Management Board.

[bookmark: _Toc339894263][bookmark: _Toc375202524]Incident/adverse events arrangements including incident service category

Arrangements for Incident Management are in place to support the [insert product name] as per the Service model. This includes the Primary Care Service Desk within NWIS Business Services Centre. This model will ensure ‘1st line’/ 2nd line capacity and capability to support the [insert product name] at national level. The [insert product name] has been identified as insert the incident service category.



Adverse clinical incidents will be reported via the local incident reporting process as per local policies and procedures in place. 



[bookmark: _Toc339894264][bookmark: _Toc375202525]User guides and training arrangements

A statement should be made on how the risks identified during the risk assessment process have been incorporated into the user guides and training manual to ensure the end user if aware of potential hazards.

Where a user guide / training are identified as mitigation verification is required in this section e.g. Risk identified – how the user guide / training addresses the risk



[bookmark: _Toc339894266][bookmark: _Toc375202526]Actions required by those deploying and using the product

Each LHB has nominated a contact for each role identified for the implementation of [insert product name].  The responsibilities for each of these roles is documented in the [insert product name]  roll out schedule and includes details on their involvement in the following:

· [insert product name]  prerequisites (technical requirements, agreements)

· Testing

· Identification of training needs

· Service support

· Identified Local Clinical sponsor / champion [insert name]  



The project has also developed an Evaluation Framework to measure the process; impact and outcome measures in relation to but not limited to usage; acceptability; assessability in general of [insert product name]. 



Findings from the evaluation and lessons learned from each [insert product name]  implementation will be used to inform and update documentation, future implementations and the development of [insert product name], including this Post Pilot Review.



[bookmark: _Toc339894267][bookmark: _Toc375202527]Hand over to SMB and actions required for residual risk management.

A statement on when the Clinical Safety Case Report, this report and accompanying risk register will be formally handed over to the SMB. 



A statement on any actions required by SMB e.g. an outstanding risk will be addressed in future releases. Also an indication of how the SMB have been informed of this requirement.  



[bookmark: _Toc339894265][bookmark: _Toc375202528]Statement and justification of residual risk for the implementation phase

A statement should be made on the acceptability of any residual clinical risks of the product at this stage of the products development / life cycle. 



This report therefore asserts that risks associated with the national implementation of [insert product name] in the NHS in Wales are acceptable and seeks approval for release from the Director of Clinical Informatics (on behalf of the Patient Safety Approval Board). 



[bookmark: _Toc375202529]Director Recommendation





[bookmark: _Toc271635827][bookmark: _Toc375202530]DEFINITIONS

		Term

		Definition
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[bookmark: _Toc271635822][bookmark: _Toc375143174][bookmark: _Toc375143431]Purpose

The purpose of this report is to act as the primary vehicle for presenting a statement concerning the clinical safety of the [insert product name here] at a defined point in its life cycle, i.e. prior to implementation in the clinical environment and handover to Service management.



It includes the outcomes of the assessment procedures and identifies any residual risks and related operational constraints and limitations, and includes recommendations regarding product deployment. It presents a case based on objective evidence that the clinical system does satisfy the safety aspects of the systems requirement.

Summary of the clinical risk activities 

The [insert product name] clinical risk management activities have been completed in line with the NWIS Clinical risk management process:



· The Clinical Risk and Safety Assessment Plan was approved on date

· The Clinical Risk Workshops were carried out on date

· The Clinical Risk Assessment Report was approved on date

· The Clinical Safety Case Report was approved on date 

· The Post Pilot Review Report was approved on date





The timelines and milestones for each development gate are detailed in NADB stage approval documents and the project plan.



Clinical risk management activities were reviewed in line with the project control and patient safety processes.  Patient safety risks were identified and documented in the clinical risk register and the project logs utilising the NWIS clinical risk scoring methodology.



A number risks were identified through the Clinical Risk Workshops and the mitigations identified.  These high and significant risks are concerned with:



All risks rated high or medium have been mitigated against and the only outstanding risk relates to …….

 

[bookmark: _Toc375143433]Details of any activities currently incomplete together with suitable explanations and anticipated outcomes

A number of actions have been identified for those deploying and using the product:



Details

[bookmark: _Toc375143434]Statement on the Clinical Safety

The Clinical Risk Management Process has identified the risks associated with the [insert product name] and all unacceptable risks have been mitigated against. The co-dependencies have also been identified and their associated risks are acceptable.



[bookmark: _Toc375143435]Statement on the handover of risks to Service Management Board

Performance monitoring arrangements have been put in place during the pilot phase which will continue into the implementation across Wales. IT Incident/adverse events arrangements are in place to support the roll out through a local service desk and the National Service desk at NWIS.  Adverse clinical incidents will be reported by users using their local arrangements.



The Service Management Board arrangements have been confirmed and the Clinical Safety Case, this report and the clinical risk register have been handed over to the Service Manager. 



[bookmark: _Toc375143436]Scope of approval

The Clinical Authority to Release is provided for [insert product name] (version number) for implementation in Wales in the following clinical environments:



Details



[bookmark: _Toc375143437]Recommendations from the clinical risk management team including any caveats

It is recommended that the Director of Clinical Informatics approves this report with the following caveat; that organisations are made aware of the business processes required to mitigate the significant and high risks outlined in this report.



Subject to NADB’s authorisation a Clinical Authority to Release, the product will be available to all Health Boards and Trusts in NHS Wales.




[bookmark: _Toc375143438]Appendix 1

Clinical Authority To Release
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This is a declaration made in accordance with the requirements of the NWIS Clinical Risk Management Process, NWIS Testing Strategy and Service Management relating to the stated NWIS  <product>



Reference:	< If a schedule is attached, a reference to this declaration must be included in the Schedule>



Manufacturer's Name:	NHS Wales Informatics Service



Business Address:	





Product ID:		< Unique Product Identifier (eg product name or model number)>






Scope of Application:	< the clinical environment the product is to be implemented>







Permission has been granted by NWIS Patient Safety Advisory Board to use <product> in < the clinical environment the product is to be implemented>



Authorised Signatory:





____________________________	_____________________

Name, PSAB Chair	Date



Authorised Signatory:





____________________________	_____________________

Name, Director of Clinical Informatics 	Date



Authorised Signatory:





____________________________	_____________________

Name, NWIS Chief Executive 	Date
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