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Summary of session

• The standards and documentation
• Often seen as a compliance chore

• Organisational governance
• Who is responsible?

• Organisations and systems
• The challenge of working in systems

• A Clinical Risk Management model for systems
• A case study

• CRM as a transformation tool
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What is digital Clinical Safety? 

Digital Clinical Risk Management:
• Assures end users and risk owners 

• In Health and Care Organisations (HCOs)

• That Digital Health Technology

• Is safe to be used 

• To support clinical pathways 

• Throughout the development of the 
product and the deployment lifecycle

DCB0129

DCB0160
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Relevant documents from the English 
Standards

• Clinical Risk Management System (or Approach*)
• How you approach clinical risk management as an organisation/project

• Hazard Log
• A tool for capturing, analysing and monitoring hazards, risks and 

mitigations

• Clinical Safety Case Report
• “… is the physical document that summarises all the key elements of the Clinical Safety Case 

and references all supporting material in a clear, comprehensible and concise format.  It serves 
to communicate the Clinical Safety Case to the end users and Top Management but also where 
appropriate to other bodies such as regulators” (NHSD 2016. Clinical risk management: its 
application in the manufacture of health IT systems – implementation guidance)
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DCB standards (England)

DCB 0129
Design and build

DCB 0160
Deploy and use
(and decommission)

Workflow

Software

Training
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The standards

• DCB 0129: clinical risk 
management in the 
manufacture of Health IT 
systems

• DCB 0160: clinical risk 
management in the deployment 
and use of Health IT systems
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D
C
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The journey

DCB 0129



CRM as part of the assurance  for Health 
and Care software assets (Maggie Lay 2021)
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Digital Clinical Safety 
Governance

END USERS
Requirements

Processes 
Training

END USERS
Requirements

Processes
Training

TRANSFORMATION 
AND ASSURANCE

Digital Clinical 
Safety

Information 
Governance 

Organisational
RISK 

OWNERSHIP
“Top management”

Finance and 
Accountability

Every Health and Care 
Organisation is 
accountable

To its patients, its 
employees and its 
commissioners

And to bodies such as 
CQC
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• A circle is a system of 
organisations

• It exists because people think it 
should.

• It has no formal existence or 
statutory structure

• It may develop Memorandums of 
Understanding to achieve shared 
objectives

• The organisations within it may 
choose to act unilaterally

Triangles and circles

• A triangle is an 
organisation

• It exists by 
statute

• It has its own 
governance 
structure
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The system challenge

RISK 
OWNERSHI
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USERS

DIGITAL 
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USERS

RISK 
OWNERSHIP

USERS

DIGITAL 
CLINICAL 

SAFETY

USERS
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Primary Care systems

PCN GP

GP

GP

GP

PCN

PCN

PCN

PCN ICB
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Integrated Care 
Systems

ICS

Project

HCOs

HCOsHCOs

HCO

HCO HCO
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System-level Clinical Risk Management

System 
representative 
leadership and 
accountability

System
User 

representatives

System
Digital Clinical 

Safety
expertise

System
User 

representatives

RISK 
OWNERS

USERS

DIGITAL 
CLINICAL 

SAFETY

USERS
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Maggie Lay, RN, CSO, FBCS

SYSTEM
Identification of hazard 

and risk
Application of high-level 

mitigation

HCO
Risk owners

HCO
Risk owners

HCO
Risk owners

HCO
Risk owners

HCO
Risk owners

System-wide DCB 0160 Clinical Safety recommendations

Application of mitigation and localisation of documentation

From system CRM 
to local risk 
ownership: 
a new Clinical Risk 
Management 
Approach*
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System-level risk assessment process for primary care

Sy
st

em
 re

sid
ua

l a
ss

es
sm

en
t

Sy
st

em
 in

iti
al

 a
ss

es
sm

en
t

Pr
ac

tic
e

V0.1

Acceptable risk? Mitigation 
category

Training and 
comms

User process

Instruct training 
and comms teams

Software/
config?

Instruct 
implementation 

team

Health IT system

Document process 
recommendations

Update hazard log Update hazard log

Hazard workshop

Central / in 
house?

Update hazard log

Central/ in 
house?

Document training 
and comms 

recommendations

Update hazard log

 No

Central In-house

Config

Central

Negotiate with 
supplier

Fixed?

Update hazard log

Develop 
workaround

Update hazard log

Hand over risks and 
recommendations

Hand over risks and 
recommendations

Hand over risks and 
recommendations

Communicate to 
practice

Communicate to 
practice

Communicate to 
practice

Yes

Hand over risks and 
recommendations

In-house

 Software 

No

Update hazard log

Communicate to 
practice

Yes

Document config 
recommendations
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Evidence of mitigation

Workflow

Software

Training

Each HCO will need to be able to 
demonstrate to any appropriate party 
that it has applied mitigation in line with 
the system recommendations
OR
that it has undertaken its own clinical 
safety assessment
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Brave AI: a Case Study
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The South West Digital Neighbourhood Teams 
Programme

Vision

• Digitally enabled, data-driven, integrated neighbourhood teams delivering proactive, personalised care 
for every citizen in the South West.

Mission Statement 
• To transform the experience of the citizens we serve and the workforce we support, by empowering integrated 

neighbourhood teams with the best use of digital technology and data. 
• This programme of work is designed to contribute to the South West's strategic priority of being the most digitally 

enabled region in England. 
• We need to respond urgently to the increasing needs of an older and ageing population - and a workforce spread 

across a large rural and coastal geography - leading the way for other regions as their demographics shift in the same 
direction.

Avoiding unplanned admissions by proactive care
• The specification and procurement of a device which enables the identification of citizens at most risk of unplanned 

hospital admission is one of the aims of the DNP. The device chosen is Brave AI.

Delivery
• Brave AI will be deployed into 30 PCNs across the South-West of England in the first phase of a wider deployment.

• Six PCNs have been chosen as ‘Vanguard’ sites; twenty four are ‘Innovator’ sites.
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The Brave AI project

The NHSE SW Digital 
Neighbourhood Teams 
Programme
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Regional Clinical Risk Management System
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Regional Hazard Log
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Regional Hazard Log – for localisation
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Regional Hazard Log – for localisation
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Regional Hazard Log – for localisation
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Regional Clinical Safety Case Report
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Regional SOP – for localisation
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Feedback from the region
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At first the task appeared completely 
daunting, but I must say I actually enjoyed 

this piece of work!  This approach is a 
much more effective and efficient way to 
develop regional documents which are of 

a high standard for onward cascading. 
Clinical safety has been one aspect of 

the programme that I have had absolute 
faith in!  The approach has been 

methodical, calm and has anticipated 
issues and addressed them with little 
(unnecessary) input from me. That we 

have a system wide log is also incredibly 
reassuring and gives consistency and 

depth to the work.



The Localised SOP – for the journey
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Questions

Maggielay@nhs.net
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* The term Clinical Risk Management Approach is used in place of the term Clinical Risk Management System 
used in the Standards.  We have found that it is more easily understood.
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