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What will we cover?

Today’s session will cover:

1. An introduction to / recap of Digital Clinical Safety (DCS) and
DCB0160

2. The system-level approach for DCS developed in the SW Region

3. The SW Region ‘AVT System-level Pilot Approach’ templates for
DCS assurance
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What is Digital Clinical Safety? — the law
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What is Digital Clinical Safety’? — the standards
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What is Digital Clinical Safety? — the scope

* In scope: « Out of scope:

« All Digital Health Technologies (DHTs) which » Cyber-security
could potentially cause harm to patients

« Technical failures, incorrect use, information
errors

 Last updated June 2018 (for update soon?)

* Now applies to all DHTs, including those with
functionality classified as a Medical Device

* Information Governance
* Financial Reporting Systems
« Statistical Reporting Tools

® ® ® ® @ Joining the dots across health and care



A multiple-organisation challenge - The primary care challenge

» A multi-organisational problem
» Complex deployments

» Lack of local CRM knowledge and
experience

 Limited CSO resources locally
» Capacity constraints
» Time restrictions

* Not just primary care....
» ICB level CSO shortage
» Trust CSO capacity concerns
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The system-level solution
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- A system-level approach to digital
clinical safety

» Groundbreaking, no previous examples seen
of a similar approach

* A novel regional approach developed to
meet identified challenges

» Scalable and adaptable
» Centralised support
* Localised outputs

* Endorsed and supported by each constituent
ICB

« A cultural shift in digital clinical safety
Improve patient safety across the region
Reduce duplication

Increase compliance with DCB0160
Increase awareness of digital risk
Ensure safe deployments
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The system-level solution




System-level Clinical Risk Management
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System-level Clinical Risk Management

SYSTEM
Identification of
hazard and risk
Application of

high-level
mitigation

System-wide DCB0160 Clinical Safety recommendations

oooooooooooo

Application of mitigation, localisation of documentation

System-level hazard workshops completed

Mitigations for unacceptable levels of risk are proposed
under the categories of:

* Software changes/configuration

* Education/training/comms

* Business processes/clinical workflow

System-level mitigations:
* applied and tested ahead of residual risk
evaluation.

Local-level (HCO) mitigations:
¢ documented and communicated to the HCOs.

System-level outputs, residual level of risk and
recommendations communicated to stakeholders
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Local-level Clinical Risk Management

Where system-level residual risk is assessed as acceptable:

* Individual Organisations signed up to the CRMS are assured they
need do nothing further.

SYSTEM Where mitigations must be applied at a local, organisational level:

Identification of ¢ The programme provides clear recommendations for those local
hazard and risk

S mitigations.
Application of
high-level * Once these mitigations have been applied, local risk owners are
mitigation assured the residual level of risk is acceptable (following local
scoring).

System-wide DCB0160 Clinical Safety recommendations

Note: where Organisations choose not to apply system-level
recommendations, or if they choose to deploy technologies which
have not been assured by the programme, they remain responsible
and accountable for assessing and managing risk.

nnnnnnnnnnnnnn

Application of mitigation, localisation of documentation
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What have we applied this approach to so far?

Digital Neighbourhoods Programme: Ambient Voice Technology —
Brave Al — a specified product supplier agnostic
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Ambient Voice Technology (AVT)
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What is Ambient Voice Technology?

Definition: AVT uses Al-powered, large language model (LLM) voice recognition to capture, process, and transform spoken
language in real time.

Function in Healthcare:
Listens passively during clinical interactions.
*Transcribes, structures, and can transfer notes into an electronic health record (EHR).

Benefits:
*Reduces clinician time spent on manual documentation.
*Enhances patient—clinician interaction by removing “screen time” distractions.
*Supports clinical record keeping.

Example: A consultation is recorded by AVT, converted into medical notes, and transferred to the patient’s record.
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What does system-level assurance look like for AVT?

NHSE SW Region Clinical Risk Management Pilot Approach for primary

care AVT deployments 1. mﬂmiﬂw
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Pilot approach for Practices and PCNs seeking to assure and deploy AVT Software

Local initiative to use AVT
software

The ICB/Region strongly
advises that you undertake a Yes.

pilot before you deploy widely, Case Report you can understand?
using the following approach \v

Add relevant information to:

1CB/Region strongly advises
No »- do not p d. Please seek advice
from the CRM team

qeesccssscscnnas,

. assurance ﬁﬂﬂ!lldm-m' i
template p{ the CRM team to facilitate IcB- and

Mdrdmilwﬂmionw:

3. pilot plan
template
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DCB 0160 documents mapped to the system-level pilot approach
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Summary and next steps...

* A new, novel solution and approach developed here in the South West
Region to address the siloed and repetitive DCB0160 process when
deploying:

* The same digital tool
* For a similar, specified, clinical use-case

Fully scalable — from two practices to national deployments

Adaptable to suit any type of digital deployment

A cultural shift in digital clinical safety I-l-l_

» Improve patient safety across a system
* Reduction in duplication ‘
* Increase in compliance with DCB0160

* Increase in awareness of digital risk
* Ensures safe, at-scale deployments
SCw



For more details, please contact Stephen Roche:
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Thank you

contact.scwcsu@nhs.net | scwcsu.nhs.uk | @NHSscw
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