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[bookmark: _Toc271635822][bookmark: _Toc401231884]PURPOSE
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. 
[bookmark: _Toc401231885]BACKGROUND
[bookmark: _Toc271635825]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. 

[bookmark: _Toc401231886]ROLES AND RESPONSIBILITIES
	Role 
	Responsibility 

	Project Manager
	· Ensure patient safety processes planned into the project lifecycle
· Liaise with Clinical Risk Manager to arrange patient safety activities
· Provide documentation at appropriate stages
· Ensure this report is provided to the Clinical Risk Manager for approval within four weeks of the patient safety workshops
· Ensure this report is provided and approved prior to NADB 2 (Service Specification) 
· 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
· Approve this report


	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 approval of the plan



[bookmark: _Toc271635826][bookmark: _Toc401231887]PROCEDURE
[bookmark: _Toc401231888]Clinical Risk Assessment Report
[bookmark: _Toc271635827]This report will coincide with the end of the design phase of the project and prior to the build phase. 
The report will be written by the project manager with support from the Clinical Risk Manager.  In summary the key elements of the Clinical Risk Assessment Report should include:  
· A definitive statement about the assessed product risks at that time
· Details of the Clinical Risk Register 
· Specific details on those risks with the highest level of clinical risk
· Recommendations for the mitigation of risk, e.g. system changes and/or additional training
· Any change in scope of the product as a result of the risk assessments
· Conclusions about the overall level of clinical safety risk
· [bookmark: _Toc375128592][bookmark: _Toc375133263][bookmark: _Toc379962878]Appendices to the Clinical Risk Assessment Report must include; 
· [bookmark: _Toc375128593][bookmark: _Toc375133264][bookmark: _Toc379962879]A record of the presentation / screen shots on which the risk assessment process was based
· [bookmark: _Toc375128594][bookmark: _Toc375133265][bookmark: _Toc379962880]A list of workshop attendees
· [bookmark: _Toc375128595][bookmark: _Toc375133266][bookmark: _Toc379962881]The scope of  the risk assessment; and 
· [bookmark: _Toc375128596][bookmark: _Toc375133267][bookmark: _Toc379962882]Dates of workshops
[bookmark: _Toc401215411][bookmark: _Toc401231889]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.

[bookmark: _Toc401231890]REFERENCES
	Document
	Version

	CRM-001 Clinical Risk Management Process 
	2.0

	CRM-001-2 Step 2 - Clinical Risk Assessment and Analysis
	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’
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[bookmark: _Toc401231891]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 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 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: _Toc375133307]Clinical Risk Management Process dashboard
	[bookmark: _Toc375133308]An excel spreadsheet used to track the progress of the project through the Clinical Risk Management Process and is reported to each Patient Safety Approval Board meeting.  

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

	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. 

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

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

	National Architecture Design Board (NADB)
	Provides independent quality assurance to the Chief Information Officer (CIO) for Wales on all aspects of clinical and technical design related to the delivery of NHS information services

	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. 
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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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