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System-level and pilot approach to clinical risk management for primary care
Adopted by the NHSE SW AVT programme

Guidance to accompany the AVT System-level Pilot Approach templates for Primary Care

System-level approach 
The System-Level Approach to Clinical Safety has been designed to allow DCB 0160 Clinical Risk Management activities to be undertaken efficiently and effectively at scale across several organisations.
Templates and processes mapped to the requirements of DCB 0160 have been developed to allow groups of organisations to identify themselves as a system around a common purpose, and to produce a centralised repository of risk and controls.
Where possible the system will apply, and evidence, controls centrally.
The approach introduces the concept of the Local Implementation Document (LID) which enables individual organisations within the system to localise, apply and evidence the outputs of the centralised repository. 
Where effective controls can only be applied by individual organisations, the system will produce a LID template, for completion by each organisation.  This template will lay out all the controls which each organisation must apply and will allow them to document the evidence that they have done so.

Pilot approach
A pilot isn’t a specific requirement of DCB 0160.  However, experience has shown that it is impossible to effectively assess the benefits and risks of using Health Software without testing it in a live environment.
But using a product in a live environment without assurance and testing is clinically risky and is not compliant with DCB 0160 standards.
A pilot – a controlled test in a live environment – is a logical solution.

Primary Care
The overarching system-level approach has been designed to work for any groups sharing a common purpose – groups of wards, groups of departments, etc – but in this instance it is aimed at primary care. This would include, for example, groups of practices working as part of a PCN or groups of PCNs working as a locality.
The pilot approach can be used by individual practices as well as groups.

The NHSE SW AVT programme
The programme endorses the principles of the system-level and pilot approaches to clinical risk management.
It has adopted both approaches for the AVT programme and will support practices and groups of practices who choose to pilot AVT software, provided that:
· They understand that risk ownership sits at practice level.
· They understand the importance of providing evidence that clinical risk management has taken place and that appropriate controls against risk are in place at practice level.
· Where they choose to work as a group of practices, i.e. as a system, they clearly document the governance arrangements for the work.
· They review the known risks associated with use of the software – using the manufacturer's DCB0129 documentation and the information already gathered by pilots in the SW region.
· They have clear objectives about what they are going to learn in the pilot.
· They document findings and decisions from the pilot.
· They commit to producing a LID template for their system and that each practice individually commits to completing that template.
· They agree to report back their findings to the programme to add to the overall body of knowledge and to inform future pilots.




Template 1 – Overview and governancePlanning

This template guides a group of organisations to enter into an agreement to work collaboratively and representatively to undertake clinical risk management on an identified AVT Health Software for a similar intended use – the common purpose.
Each organisation needs to feel confident that:
· They are represented at the leadership level, or that they trust the leadership to make decisions on their behalf.
· They are represented in the clinical risk management activities, or that they trust those who are undertaking clinical risk management activities on their behalf.
· They have the information they need to safely deploy the software for that purpose, and that they are confident they can provide evidence of that safety if they are asked to.
· The system will support them if they are challenged by others.

Template 2 – Pre-pilot assessment
This template helps you to develop and capture your pilot objectives: what you intend to learn, test and evaluate in the pilot.
It helps you to consider the ways the software might help, fail to help, or hinder you in achieving your common purpose. (The AVT Programme has provided a log of known hazards to assist you in this process).

Template 3 – Pilot plan
This document provides evidence that you are running your pilot thoughtfully and safely. 
· It is important that it accurately reflects your plans in your context, and that it could be clearly understood by someone outside your team who is looking for that evidence. 
· In its structure, the Pilot Plan is like the Local Implementation Document. However, the Pilot Plan assures the safety and purpose of the pilot only.  
· It forms part of the Clinical Safety Case.






Once you have captured and agreed all your relevant information in templates one to three, your organisation or system is ready to undertake the pilot.




Learning

Template 4 – Additional hazards
During the pilot, you may identify other risks and issues.  You need to decide whether they pose a threat to patient safety, and whether you need to take action to mitigate them.  This template helps you to record your analysis.
It forms part of the Clinical Safety Case.

Template 5 – Post-pilot review
This template enables you to consider what has been learnt during the pilot 
It allows you to document and justify your decisions about a wider roll out.
It enables you to think about what needs to be in place in your system to ensure that the risk of patient harm is as low as is reasonably practicable.
It forms part of the Clinical Safety Case.


Deploying

Template 6 – Local Implementation Documentation
The LID is a practical version of the Clinical Safety Case Report.  It is intended to be created as a user guide as well as to provide evidence of compliance with DCB 0160.
· It assures users in individual organisations that the Health Software is safe to be used for the common purpose.
· It is based on the lessons learned during the pilot.
· It communicates information that is relevant to users in all organisations and provides a structure for individual organisations to enter information that is relevant them.  
The system must produce a LID template for the common purpose, which is relevant to the lessons learnt in the pilot.  Each organisation must complete the template and make it available to all users.
The LID must be current – the system should schedule reviews of the template and communicate all updates to the constituent organisations.

By working through the six templates, ending with the development of a LID template, you will have everything you need to support a confident and assured transition from pilot activity to business as usual. 

	What do we mean by organisation?
An entity such as a GP Practice or an NHS Trust which exists by statute.  Each organisation is accountable for Clinical Safety, to its patients, its staff, its commissioners and to bodies such as CQC.

What do we mean by system?
A group of organisations who have agreed to act together for a common purpose.

What do we mean by a common purpose?
The shared goal, objective or intended use of the Health Software, which will be tested in the pilot.




	What if I use someone else’s pilot?
If your organisation was not part of the agreement to act together as a system, you cannot claim that the Clinical Risk Management activities were carried out by you or on your behalf.
You may decide to use the learning from that pilot, but you must remember that you are accountable for that decision, and for any harm that may arise.
You should make it clear in your documentation that you have used the learning from another pilot and explain your rationale for having done so. 


What is the difference between a LID and a SOP?
A standard operating procedure implies that everybody is doing the same thing in a standardised way.

A local implementation document reflects the reality that practices will have different processes for using the Health Software, depending on their local context.





Is it a medical device?
The NHSE Guidance on the use of AI-enabled ambient scribing products in health and care settings states that a product is a medical device if its intended purpose falls under the definition of a medical device, for example if it informs or drives medical decisions and care.
This includes incorporating a diagnosis or prognosis within its outputs, triaging and stratifying, or carrying a prescriptive function like managing or recommending treatments.
The guidance suggests that AVT that goes further than simply generating text transcriptions that are easily verified by qualified users are likely to qualify as a medical device.  This would include software that summarises text, applies clinical coding or prompts further action based on the consultation.
Whether it is a medical device or not, the DCB standards still apply.
If a manufacturer claims the product is a medical device, they should be able to offer evidence of compliance with ISO 14971: application of risk management to medical devices, and ISO13485: medical devices quality management system.  This evidence can be used to support DCB 0129 but cannot replace it.  The manufacturer must still provide a Clinical Safety Case Report that you can understand.
If a manufacturer claims that the product is not a medical device, you should ask yourself whether you agree with that claim. 
It is always best to seek advice if you are unsure.


Sign off
DCB 0160 requires that a Clinical Safety Case Report is approved by a registered Clinical Safety Officer.
If you decide to go ahead with using software following a pilot, you must produce a Local Implementation Document for each participating organisation.  The clinical safety team are happy to work with you to produce and approve these documents.
Please remember, though, that accountability for risk sits with the partners of each organisation.  They are ultimately responsible for accepting the outputs and recommendations of the pilot.
image1.png
1 INHS
5 Joining the dots

i across health and care England
e South West




