[bookmark: _heading=h.q89wjse8w18j]


	





DCB0160 Clinical Safety Case Report for Accurx Scribe
PSM Medical Group





	Document filename: PSM Medical Group - DCB0160 Clinical Safety Case Report for Accurx Scribe

	Directorate / Programme
	General Practice / Digital Implementation
	Project
	Accurx Scribe Implementation

	Document Reference: 
	PSM-SCRIBE-V1
	
	

	Director
	Dr Jason Whittle 
(Clinical Safety Officer)
	Status
	Approved

	Owner
	Dr Jason Whittle 
(Clinical Safety Officer)
	Version
	1.0

	Authors
	Gianluca Ciavatta 
Michael Wain 
Dr Jason Whittle
	Version issue date
	04/05/2026


3





INSERT COMPANY / ORGANISATION FOOTER HERE
PSM MEDICAL GROUP	2
Document Management
[bookmark: _heading=h.lbr0ths4fmtn]Revision History
	Version
	Date
	Summary of Changes

	0.1
	28/01/2026
	First draft of document.

	1.0
	04/05/2026
	Final approved version 

	
	
	

	
	
	




[bookmark: _heading=h.6k1m5s3ih15k]Reviewers
This document must be reviewed by the following people: 
	Reviewer name
	Title / Responsibility
	Date
	Version

	Gianluca Ciavatta
	Clinical Coordination Manager
	28/01/2026
	0.1

	Michael Wain
	Practice Manager
	07/04/2026
	1.0

	Dr Jason Whittle
	Senior Partner (Clinical Safety Officer)
	27/04/2026
	1.0

	
	
	
	



[bookmark: _heading=h.vttbkrylm372]Approved by
This document must be approved by the following people: 
	Name
	Title
	Date 
	Version

	Michael Wain
	Practice Manager
	04/05/2026
	1.0

	Dr Jason Whittle
	Senior Partner (Clinical Safety Officer)
	27/04/2026
	1.0




Related Documents
These documents provide additional information and are specifically referenced within this document.
	Ref 
	Doc Reference 
	Title
	Version

	[bookmark: _heading=h.wvfu6oxhmfyr]1
	TeamNet: Data Security and Protection Roles Guide 
	Data Security and Protection Roles Guide
	1.0

	2
	TeamNet: Risk Management Policy 
	Risk Management Policy
	1.1

	3
	TeamNet: Significant Event Audit Policy (SEA Policy)
	Significant Event Audit Policy (SEA Policy)
	4.0






Contents
Introduction	4
System Overview	4
Clinical Risk Management System	6
Clinical Risk Analysis	9
Clinical Risk Evaluation	12
Clinical Risk Control	15
Hazard Log	17
Test Issues	26
Summary Safety Statement	26
Quality Assurance and Document Approval	26
Configuration Control / Management	27


[bookmark: _heading=h.trwl239tfifs]

[bookmark: _Toc224893059]Introduction
The DCB0160 Clinical Safety Case Report (CSCR) summarises and reviews the clinical safety activities carried out to support the implementation, deployment and use of Accurx Scribe, powered by Tandem.
The CSCR is part of a set of clinical safety documents, which have been produced in order to meet the requirements of the DCB0160 Clinical Risk Management: Its Application in the Deployment and Use of Health IT Systems standard. This report contains the software definition, clinical hazards and mitigations, and supporting evidence to provide an assurance statement on the clinical safety of Accurx Scribe. 
The purpose of this document is to clearly define the Clinical Risk Management processes in the deployment of Accurx Scribe, as well as identifying, assessing and managing clinical safety hazards that may arise from the deployment and use of Accurx Scribe.

[bookmark: _Toc224893060]System Overview
[bookmark: _heading=h.zh2bk13uj5hu]Overview of Accurx Scribe, powered by Tandem
Accurx Scribe, powered by Tandem, can be used by healthcare professionals (HCPs) in the UK as a documentation support tool to transcribe consultations, dictations, and meetings, and to summarise them into notes, letters and messages, and to generate certain clinical codes.
Accurx Scribe can save HCPs time, improve the quality and consistency of notes, and can enable HCPs to engage more with their patients during consultations as they do not need to type at the same time.
Accurx Scribe can be used in the UK in a range of settings, including general practice clinics, outpatient clinics, on ward rounds and on the go (e.g. home visits).
The transcription, summarisation and document generation functionality is provided by Tandem Health through their AI scribe product. Tandem Health is a sub-processor of Accurx and was chosen because it passed Accurx’s assurance processes for data security and clinical safety.
Important: Scribe outputs may include errors, so they should always be reviewed by the healthcare professional before being saved to the medical record or copied elsewhere. Accurx Scribe should not be used to influence the assessment, diagnosis or management plan of a patient.

[bookmark: _heading=h.fyaptuey9ef0]Medical Device Regulatory Assessment
Accurx Scribe is powered by Tandem’s ambient voice technology. The Tandem AI Medical Scribe is registered with the MHRA as a Class I medical device.
Intended use of the Tandem AI Medical Scribe:
The Tandem AI Medical Scribe is intended for use as a documentation and clinical consultation workflow aid to assist healthcare professionals with dictating, transcribing and summarising consultations and meetings, including generating clinical codes and drafting communications relevant to the consultation and health records. It is not to be used to inform clinical diagnosis, treatment, or medical decision-making. All outputs generated by Tandem, including notes, clinical codes, summaries, and documents, must be reviewed and verified by the responsible healthcare professional prior to use.
Medical Device Registration details:
· GMDN Code - 36216 Digital dictation system
· Risk Classification - Class I
· Manufacturer - TANDEM HEALTH GLOBAL LIMITED
Accurx is not an accessory to the Tandem AI Medical Scribe:
· The functionality of Accurx’s software in Accurx Scribe is limited to authenticating users so that they can access the Tandem user interface from Accurx’s products and to transmitting medical data between Tandem and EMIS/SystmOne.
· Such functionality is not required to enable the Tandem medical device to be used in accordance with its intended medical purpose as the medical device can function without Accurx, as demonstrated by Tandem’s standalone AVT product that is marketed in the UK to non-NHS organisations.

[bookmark: _heading=h.vau41wgb5aeh]Accurx Scribe’s Third-Party Integrations
Tandem Health
Tandem Health is a Swedish company that develops solutions to reduce administration in healthcare. Accurx Scribe is powered by Tandem’s ambient voice technology. The Tandem AI Medical Scribe is registered with the MHRA as a Class I medical device.
Tandem Health was chosen as the ambient voice technology provider for Scribe as it passed Accurx’s assurance processes for clinical safety and data security. Tandem complies with DCB0129 standards and is ISO 27001 and ISO 13485 certified.

Emis / TPP
Accurx interfaces with EMIS and TPP. In England, this integration is via the IM1 integration. 
Accurx uses IM1 integration to provide the following functionality to Accurx Desktop:
· Retrieve a patient’s demographic details, contact details, and communication consent
· Save records of communication within the medical record, including coded record details
· Surfacing appointments from the appointment book in the electronic health record system to patients and allowing them to book these appointments
· Sending reminders for appointments booked in the appointment book within the electronic health record system
· Gathering data from the electronic health record to present to a user in Record View.
· Retrieve a patient’s basic demographics to allow batch messaging function
· Retrieve a patient’s documents from their medical record to allow the document attachment function

Oracle Cerner
Accurx Scribe integrates with Oracle Cerner via their partner API.

Personal Demographics Service and NHSmail Single Sign On
Accurx in England also uses the Personal Demographic Service and NHSmail Single Sign On for Accurx Web and Accurx Mobile.

[bookmark: _Toc224893061]Clinical Risk Management System
[bookmark: _heading=h.whwoubi93kae]Accurx’s Clinical Risk Management System
Accurx has implemented a Clinical Risk Management System that includes both proactive and reactive mechanisms for clinical risk control. This ensures that potential hazards and associated risks are identified and addressed before release, and that any incidents that do occur are detected and resolved efficiently.
There is active consideration of clinical risk throughout the development lifecycle, with close collaboration between product, engineering, information risk, and clinical teams on a per-development-cycle basis. 
The CSO oversees clinical safety, reviews clinical safety documentation and escalates to top management (VP clinical) as needed, and the entire clinical team (all clinicians who are trained and competent in clinical risk management) support in risk management activities, education and documentation.
Please see the Accurx DCB0129 Clinical Risk Management System and Clinical Safety Case Report documents for more information.

Key personnel
Clinical safety activities have been undertaken by the following individuals at Accurx:
· Clinical Safety Officer: Dr Christopher Sartori
· VP Clinical: Dr Satya Raghuvanshi 
· Chief Executive Officer: Jacob Haddad
· Technical Safety Officer: Tom Pritchard
· Other members of the Clinical Team: Dr Robert Cann, Dr Vishnu Menon
All members of the Accurx Clinical Team have completed NHS England’s Digital Clinical Safety Practitioner Training.
The Accurx CEO, Technical Safety Officer, Clinical Safety Officer, VP Clinical, or Clinical Leads have the authority to block any release of either updated software or new product if they believe that there are unaddressed/unacceptable clinical risks.
The Accurx Clinical Safety Officer (CSO), Dr Chris Sartori, has comprehensively assessed the clinical risks associated with Accurx Scribe, powered by Tandem. The CSO confirms that any identified risks have been mitigated to an acceptable level.

Accurx’s Clinical Incident Management Process
incident.io is the incident management platform that Accurx uses to track and manage all incidents. All Accurx employees are able to report incidents using this system. Clinical safety-related incidents are logged there (along with other incidents such as service-impacting incidents). Employees receive training on this process when they join the company, and we follow a standard procedure of:
1) Identify
2) Report
3) Assess/Triage
4) Escalate (where appropriate)
5) Act
6) Resolve
Incidents form part of the Accurx feedback process to prompt review and update of the hazard log, clinical risk analysis, evaluation and controls, as needed.
Incidents can be raised internally, externally via users, or by third parties / subprocessors, with collaboration between parties as internally and externally as needed to facilitate resolution.

[bookmark: _heading=h.asjdu0t0ovix][bookmark: _heading=h.t4cgilxc6kc4]PSM Medical Group’s Clinical Risk Management System
PSM Medical Group has implemented a local Clinical Risk Management approach using Accurx Scribe, incorporating both proactive and reactive mechanisms for clinical risk control. This is intended to ensure that potential hazards and associated risks are identified, assessed, and managed appropriately before and during the system's live use, and that any incidents are recognised, reported, investigated, and addressed in a timely manner.

Clinical risk relating to the use of Accurx Scribe will be considered as part of the practice’s wider governance, quality, and patient safety processes. This includes a review of local workflows, staff training requirements, incident reporting routes, and ongoing learning through meetings, audits, and significant event processes, where appropriate.

PSM Medical Group will ensure that Accurx Scribe is used only as a supportive documentation tool and not as an autonomous clinical decision-maker. All clinicians using the system must review and verify the consultation output before it is relied upon, filed, or copied into the patient record. Outputs must not be transferred into the clinical record without appropriate clinical checking. Patient consent must also be obtained prior to the use of Accurx Scribe during a consultation.

All clinicians using Accurx Scribe will be advised to complete the relevant Accurx training materials before using the system in practice. The practice will also ensure that staff are made aware of the local expectations, limitations and safe-use requirements associated with the product.

Oversight of local incident review and governance will be undertaken through the practice management and quality processes. Where a clinical safety concern, system-related risk, or recurring issue is identified, this will be escalated appropriately within the organisation. If there is reason to believe that Accurx Scribe itself presents an unacceptable risk, PSM Medical Group may suspend use of the application pending further review and liaison with Accurx support.

The practice has considered the supplier’s clinical safety documentation as part of its local implementation. Please refer to the relevant Accurx clinical safety documentation, including the supplier’s DCB0129 documentation and supporting safety case materials, alongside this local DCB0160 assessment.


Key personnel:
Clinical Safety team
	Name
	Roles and responsibilities
	Skills, competency, experience

	Dr Jason Whittle
	GP Partner / Clinical Safety Officer
	Detailed knowledge of consultation workflow and EMIS documentation, experienced in identifying and mitigating patient safety risks associated with clinical documentation.

	Dr Georgina Gundersen
	GP Partner / Senior Information Risk Owner
	Information risk management oversees controls for the confidentiality, integrity, and availability of information and ensures that data incidents are reviewed and escalated appropriately.

	Michael Wain
	Practice Manager / Data Protection Officer.
	Coordinates all staff communications and standard operating procedures, overseeing incident reporting and SEA processes, including data-related incidents.



Clinical Safety Officer 
	Name
	Professional Qualifications
	Professional Body
	Competency / Skills / Experience
	Clinical Safety Training

	Dr Jason Whittle
	General Practitioner MBChB, DRCOG, MRCGP, FP cert (Manchester, 1986)
	GMC
	Senior GP Partner with clinical governance responsibilities; Caldicott Guardian; strong understanding of consultation workflow and clinical documentation in EMIS; experienced in identifying and mitigating patient safety risks, including documentation accuracy, prescribing safety, referrals, safeguarding and confidentiality.
	TBC




PSM Medical Group’s Clinical Incident Management Process
PSM Medical Group will manage clinical incidents related to the use of Accurx Scribe through its established incident-reporting and governance arrangements. Any member of staff can raise a concern or report an incident. Incidents are normally reported through the management team, logged in TeamNet, and followed up on in the practice’s regular meetings, audits, and governance processes.

Incidents relating to Accurx Scribe will be reviewed and managed in line with the practice’s standard approach, including identification, reporting, triage, escalation where required, action and resolution. The initial review and processing of incidents would normally be undertaken through the management structure, with oversight from the Quality Manager and escalation to the Practice Manager and Partners where appropriate.

Where an incident does not involve patient harm or patient safety concerns, this may be managed as a learning event. Where patients are affected, or there is a potential or actual impact on patient safety, the matter would be managed through the Significant Event Analysis (SEA) process and escalated in line with practice governance arrangements.

If an incident is determined to be related to individual user error, it will be managed through the appropriate local performance, training, or governance route. If an incident is believed to arise from the functionality, output, or safety of the application itself, this will be escalated to Accurx support, and consideration will be given to suspending use of the application until the issue has been reviewed and the risk is considered acceptable.

Incidents, learning events and SEAs relating to Accurx Scribe will also inform the ongoing review of local risks and controls. This may include updates to the hazard log, risk assessment, standard operating procedures, local guidance, staff training, or implementation approach where required.

[bookmark: _heading=h.emuchlq0z64f]
[bookmark: _Toc224893062]Clinical Risk Analysis
[bookmark: _heading=h.j1w5e1ph99kq]Accurx’s Clinical Risk Analysis
Accurx proactively identified Hazards associated with Accurx Scribe. Hazards may also be identified by Accurx after release. The processes and responsible personnel involved in Hazard identification are outlined in Accurx’s Clinical Risk Management Plan. 
At each phase outlined below, Accurx applied a HAZID approach to risk management:
· Hazards were proactively identified through multi-disciplinary Hazard Workshops that followed the Structured What If Technique (SWIFT). The multi-disciplinary team included clinical, product, technical and operations experts from both Accurx and Tandem
· Accurx Clinical Leads are assigned to the Accurx Scribe product team as part of a “risk pod” to help identify, assess and provide mitigations for risks on an ongoing basis. Clinical leads will work with user researchers, designers and product managers to develop measures that will mitigate clinical risks
· At each point hazards are captured and recorded in the Hazard Log, and assigned a score. Likelihood and Severity scorings for each hazard are assessed, as outlined in the Accurx Clinical Risk Management System

Timeline of clinical risk analysis during product development life cycle
	Scoping 
	1. User research is conducted, to gather information, and prioritise and define product requirements
2. Scoping of clinical risk activities by Clinical Lead assigned to the ‘risk pod’ of the product team. Risk pod meetings arranged by relevant product managers at least once per development cycle.

	Product elaboration and development
	3. Clinical risk analysis and mitigation by Clinical Leads and other relevant team members 
4. Internal testing of safety mitigation measures and pre-deployment checks.
5. Clinical safety review at weekly Clinical Lead meetings 
6. Safety case report developed to reflect product details by Clinical Leads

	Deployment 
	7. Clinical Safety Case Report finalised and signed off by Clinical Safety Officer - document version history details each update. Before deployment, the Clinical Lead ensures that the Health IT System is compliant with DCB0129

	Post-deployment 
	8. Clinical incident reporting, review and management. Safety concerns are captured in the Hazard Log, which is updated with any new hazards. Clinical incidents are all recorded in the Accurx Clinical Incident Log on Incident.io at the time of reporting. Clinical incidents are owned by the Clinical Lead assigned to the ‘risk pod’ of the relevant product team, and investigated and resolved by them, with assistance from relevant colleagues. No incidents are left unresolved. Any risks raised in theory or in practice with an initial risk rating of 3 or above are recorded additionally in the Clinical Safety Case Report, with details of how this risk was managed. 
9. Any changes to the product are subject to the same clinical risk management process outlined, and all details are recorded in the clinical safety documentation, with a clear audit trail.




[bookmark: _heading=h.h2uvtr5k3p5s]PSM Medical Group’s Clinical Risk Analysis
PSM Medical Group has undertaken a local clinical risk analysis regarding the implementation and use of Accurx Scribe within the practice. This risk analysis focuses on the safe adoption, operation, and oversight of the system in the local care setting, rather than on the software development lifecycle itself.

Potential hazards associated with the use of Accurx Scribe have been identified proactively as part of the local implementation process. Additional hazards may also be identified after go-live through routine use, staff feedback, incident reporting, audits, learning events, Significant Event Analysis (SEA), supplier communications, or wider governance review.

Local hazard identification and risk review are informed by:
· review of supplier clinical safety documentation, including relevant Accurx DCB0129 and safety case materials
· understanding of local workflows and intended use within consultations
· consideration of potential risks relating to documentation accuracy, over-reliance on generated output, patient consent, confidentiality, record quality, and inappropriate use
· ongoing feedback from clinicians, managers and governance leads following implementation.

Where hazards are identified, these are recorded within this DCB0160 documentation and assigned an appropriate risk rating in accordance with the practice’s clinical risk management approach. Likelihood and severity are considered when determining the overall risk level, and existing or required controls are documented accordingly.

The practice recognises that Accurx Scribe is a documentation support tool only and not a clinical decision-maker. Clinical risk analysis has therefore focused particularly on the need for clinician review, verification of output, appropriate consent processes, and safe incorporation of outputs into the patient record in EMIS.

Timeline of clinical risk analysis during local implementation
	Scoping 
	1. Review of supplier documentation, including available clinical safety documentation, implementation guidance and training materials, to understand the intended purpose, functionality, limitations and known risks associated with Accurx Scribe.
2. Identification of the local scope of use within PSM Medical Group, including which staff groups may use the system and in what clinical context.
3. Consideration of local workflow risks, including patient consent, accuracy of generated output, clinician over-reliance, record quality, confidentiality, and safe filing into the patient record in EMIS.
4. Identification of required local controls, including completion of Accurx training prior to use, mandatory clinician checking of outputs, and clear confirmation that the tool must not be used as an autonomous clinical decision-maker.

	Implementation
	5. Communication of local expectations to clinicians prior to use, including the requirement to complete Accurx training materials before use.
6. Application of identified controls during rollout, including clinician responsibility to review and verify all outputs before relying on them, filing them, or copying them into the patient record in EMIS.
7. Confirmation that patient consent must be obtained before use of Accurx Scribe during consultations.
8. Ongoing oversight of early use through local management, governance processes, and feedback from clinicians.

	Post-implementation
	9. Clinical incidents, concerns, near misses and feedback relating to Accurx Scribe are managed through the practice’s established governance arrangements, including reporting through the management team, logging via TeamNet, and follow-up through meetings, audits, learning events and SEA processes as appropriate.
10. Newly identified hazards or concerns are reviewed and used to update this DCB0160 risk assessment, implementation controls, training approach, or local guidance where required.
11. Oversight of incident review and risk management is normally undertaken through the Quality Manager and escalated to the Practice Manager and Partners where appropriate.
12. Where a risk is considered to arise from the application itself, rather than user error or local process failure, the issue will be escalated to Accurx support and consideration will be given to suspending use of the application until the risk has been reviewed and deemed acceptable.
13. Any significant changes to the local use of Accurx Scribe, associated workflows, or implementation arrangements will be subject to further local clinical risk review, with documentation updated accordingly to maintain a clear audit trail.



[bookmark: _Toc224893063]Clinical Risk Evaluation
[bookmark: _heading=h.w46ymublt43t]Accurx’s Clinical Risk Evaluation
Hazards are identified at the stages outlined above. The Effect, Harm and Possible Causes for each Hazard are then identified. Existing Controls are then outlined. An Initial Risk Assessment is then performed, where likelihood and severity are considered. An Initial Risk Rating is obtained from this.
The risk rating is based on the following matrix (provided by NHS Digital)
[image: ]
The acceptability level is defined as follows
	5
	Unacceptable level of risk.

	4
	Mandatory elimination or control to reduce risk to an acceptable level

	3
	Undesirable level of risk. Attempts should be made to eliminate or control to reduce risk to an acceptable level.  Shall only be acceptable when further risk reduction is impractical.

	2
	Acceptable where cost of further reduction outweighs benefits gained.

	1
	Acceptable, no further action required



Qualitative probability
The defined levels for the probability of harm are as follows
Likelihood Classification	Interpretation
Very high 	Certain or almost certain; highly likely to occur 
High 	Not certain but very possible; reasonably expected to occur in the majority of cases 
Medium 	Possible
Low 	Could occur but in the great majority of occasions will not 
Very low 	Negligible or nearly negligible possibility of occurring 


Qualitative severity
The defined levels for the severity of harm are as follows
Severity Classification	Interpretation	Number of Patients Affected
Catastrophic	Death 	Multiple
	Permanent life-changing incapacity and any condition for which the prognosis is death or permanent life-changing incapacity; severe injury or severe incapacity from which recovery is not expected in the short term	Multiple
Major	Death	Single
	Permanent life-changing incapacity and any condition for which the prognosis is death or permanent life-changing incapacity; severe injury or severe incapacity from which recovery is not expected in the short term	Single
	Severe injury or severe incapacity from which recovery is expected in the short term	Multiple
	Severe psychological trauma	Multiple
Considerable	Severe injury or severe incapacity from which recovery is expected in the short term	Single
	Severe psychological trauma	Single
	Minor injury or injuries from which recovery is not expected in the short term.	Multiple
	Significant psychological trauma.	Multiple
Significant	Minor injury or injuries from which recovery is not expected in the short term.	Single
	Significant psychological trauma	Single
	Minor injury from which recovery is expected in the short term	Multiple
	Minor psychological upset; inconvenience	Multiple
Minor	Minor injury from which recovery is expected in the short term; minor psychological upset; inconvenience; any negligible severity	Single


[bookmark: _heading=h.pojj782nxxeg]PSM Medical Group’s Clinical Risk Evaluation
PSM Medical Group has undertaken a proportionate local clinical risk evaluation regarding the implementation and use of Accurx Scribe within the practice. This evaluation focuses on the risks associated with the local use of the system in a GP practice environment, rather than on the software development process itself.

Hazards identified through the local DCB0160 assessment are reviewed to consider the potential effect of the hazard, the possible harm that may arise, the likely causes or contributing factors, and the controls already in place to reduce risk. Consideration is also given to whether any further local controls are required before or during use of the system.

In evaluating each risk, the practice considers the likely impact of the hazard in the local setting, including the potential consequences for patient safety, record quality, confidentiality, workflow, and clinical decision-making. The practice also assesses the likelihood of the issue arising in routine use, taking into account the product's intended use, the local clinical environment, staff training, and the mitigation measures in place.

Existing controls may include, but are not limited to:
· completion of Accurx training prior to use
· clinician review and verification of all generated outputs
· confirmation that Accurx Scribe is not used as a clinical decision-maker
· obtaining patient consent prior to use
· safe review and incorporation of output into the patient record in EMIS
· escalation of concerns through TeamNet, learning events, SEA processes, and management review.

Where the practice identifies that a risk remains too high following local review, additional controls will be considered. These may include clarification of local guidance, further staff training, tighter restrictions on use, additional governance oversight, or suspension of application use until the issue has been reviewed.

Risk evaluation is not treated as a one-off exercise. The practice recognises that further hazards or concerns may emerge following go-live, and the local assessment will therefore be reviewed and updated in response to incidents, near misses, user feedback, audit findings, supplier updates, or changes in how the product is used locally.

The overall aim of the local clinical risk evaluation is to ensure that Accurx Scribe is used safely, is appropriately governed, and is supported by proportionate local controls within PSM Medical Group.

[bookmark: _Toc224893064]Clinical Risk Control
[bookmark: _heading=h.dttlylqzymbf]Accurx’s Clinical Risk Control Process
Hazards are evaluated and risk controls are introduced to reduce the risk levels to as low as is reasonably practicable. 
Accurx deems residual hazard risk scores of 1 and 2 to be acceptable. The implementation status of these controls is recorded within the Accurx Hazard Log.
In some cases, the residual risk of a hazard is a 3 following the implementation of Accurx’s controls, but would be reduced to a 2 or lower when the deploying organisation implements the transferred controls. In these cases the residual hazard risk score of 3 is also deemed acceptable.
Residual hazard risk scores of 4 and 5 are not acceptable.
Below are the hazards that have a residual risk score of 3 after implementation of Accurx’s controls, and which would be expected to have a residual risk score of 2 once the deploying NHS organisation implements the transferred controls:
HAZ-AS-01: Generated notes, messages or documents include incorrect information
HAZ-AS-02: Generated notes, messages or documents are missing important information
HAZ-AS-04: Consultation note is saved to the medical record in an unexpected format
HAZ-AS-05: Important clinical codes are not added to the medical record


PSM Medical Group’s Clinical Risk Control Process
PSM Medical Group has considered the clinical risks associated with the implementation and use of Accurx Scribe and has identified local controls intended to reduce risk to an acceptable and manageable level within the practice setting.

The practice recognises that Accurx, as the supplier, has applied its own internal clinical risk controls as part of its DCB0129 process. In addition, PSM Medical Group, as the deploying organisation, is responsible for implementing local controls to support the safe use of the system in practice. These local controls are intended to reduce the risk of harm arising from inappropriate use, over-reliance on generated output, incomplete or inaccurate documentation, or incorrect incorporation of output into the patient record.

PSM Medical Group does not operate a formal supplier-style residual risk scoring system in the same manner as the software developer. However, the practice has undertaken a proportionate local review of the identified risks and has determined that the use of Accurx Scribe is acceptable only when the required local controls are in place and consistently followed.

The principal local controls include:
· Clinicians must complete the relevant Accurx training before using the system
· Patient consent must be obtained before Accurx Scribe is used during a consultation
· Accurx Scribe must be used only as a documentation support tool and not as a clinical decision-maker
· All outputs generated by Accurx Scribe must be reviewed and verified by the clinician before being relied upon, saved, or copied into the patient record
· Generated content must not be copied blindly into EMIS without appropriate clinical checking
· Clinicians remain responsible for ensuring that important clinical information, actions and coding are accurate, complete and entered appropriately into the medical record
· Incidents, concerns and near misses must be reported through the practice’s established governance processes, including TeamNet, learning events and Significant Event Analysis where appropriate
· Where concerns suggest a system-related issue, this must be escalated to Accurx support and consideration given to suspending use of the application pending review.

The practice has given particular consideration to the supplier-identified hazards for which locally deployed controls are important in reducing risk. These include:
· Generated notes, messages or documents containing incorrect information
· Generated notes, messages or documents omitting important information
· Consultation notes being saved to the medical record in an unexpected format
· Important clinical codes not being added to the medical record.

In relation to these risks, PSM Medical Group’s local controls are primarily based on mandatory clinician oversight. Clinicians are required to check the content, structure, and completeness of the generated output before saving information in EMIS, and to ensure that any relevant codes, clinical details, and follow-up actions are entered appropriately. Responsibility for the final clinical record remains with the clinician, not the software.

Where a risk is found to remain unacceptable in practice despite these controls, the practice will consider further action. This may include additional staff guidance or training, restrictions on use, amendments to local processes, enhanced governance oversight, or a temporary suspension of Accurx Scribe use until the issue has been reviewed and the risk is considered manageable.

Clinical risk controls will remain subject to ongoing review following implementation, including through incident reporting, audit, user feedback, learning events, SEA processes, and any relevant supplier updates.


[bookmark: _Toc224893065]Hazard Log
[bookmark: _heading=h.schz4jt44txo]Key findings from Accurx’s DCB0129 Hazard Log
An Accurx DCB0129 Hazard Log is included within the Accurx Clinical Risk Management File. The table below summarises the findings of Accurx’s clinical risk management activities for Accurx Scribe.

	Initial 
	Residual
	Risk rating
	Definition and action

	0
	0
	5
	Unacceptable level of risk.
Mandatory elimination or control to reduce risk to an acceptable level

	0
	0
	4
	

	7
	4
	3
	Undesirable level of risk
Attempts should be made to eliminate or control to reduce risk to an acceptable level.  Shall only be acceptable when further risk reduction is impractical.

	14
	14
	2
	Acceptable where cost of further reduction outweighs benefits gained.

	0
	3
	1
	Acceptable, no further action required



Transferral of Hazards from Accurx
The Accurx Hazard Log and Accurx Clinical Safety Case Report detail the hazards Accurx have identified for Accurx Scribe, and it states the controls that have been put in place to lower the likelihood of these hazards occurring (in the system design, user training or business processes).
Hazards and the avoidance of them is the joint responsibility of Accurx, Tandem, and the deploying healthcare organisation.
Use of the product by this healthcare organisation and its users requires the acceptance of relevant transferred Hazards as listed in the Accurx Hazard Log.
Most importantly, the deploying healthcare organisation acknowledges that Scribe outputs may include errors and will ensure that users review, and edit if needed, all notes, messages and documents generated by the Accurx Scribe before saving them to the medical record or copying them elsewhere. The deploying healthcare organisation will also ensure that after saving or copying notes to the medical record, users add additional information and coding to the medical record if needed.

The following Hazards from Accurx Scribe’s DCB0129 have transferred controls to the deploying organisation

	Clinical risk category
	Number of transferred hazards

	Very high
	0

	High
	0

	Significant
	4

	Moderate
	14

	Low
	1





[bookmark: _heading=h.p4gyqbi5vx2w]Key findings from PSM Medical Group’s DCB0160 Hazard Log
PSM Medical Group has considered the principal hazards associated with the local implementation and use of Accurx Scribe. The practice does not maintain a separate, standalone hazard log for this product outside of this DCB0160 assessment; accordingly, the local hazard log is recorded within this document.

This hazard log has been informed by review of supplier documentation, including Accurx’s DCB0129 materials, together with consideration of local workflows, consultation processes, entry of information into EMIS, and the governance arrangements in place within the practice.

The log below records the principal local hazards identified at the time of implementation. It will be reviewed and updated if further hazards, incidents, near misses, supplier updates, or changes to local use are identified following go-live.
DCB0160 Clinical Safety Case Report for Accurx Scribe
	

PSM Medical Group’s Hazard Log
	ID
	Hazard
	Potential effect/harm
	Likelihood
	Severity
	Possible causes / contributing factors
	Existing local controls/mitigations
	Further action/monitoring

	PSM-AS-01
	Generated note, message or document contains incorrect information.
	Inaccurate clinical record; inappropriate management; patient safety risk; misleading documentation.
	Medium
	Major
	Speech recognition error; AI interpretation error; unclear speech; background noise; accent/dialect mismatch; misattribution of statements; clinician assumes output is correct.
	The clinician must review and verify all output before saving or using it; Accurx Scribe is used only as a documentation support tool; the clinician remains responsible for the final record.
	Monitor through user feedback, incidents, learning events and SEA where appropriate.

	PSM-AS-02
	Generated note, message or document omits important information.
	Incomplete record; missed symptom, history or risk factor; risk to follow-up or continuity of care.
	Medium
	Major
	AI summarisation omits relevant details; poor audio capture; interruptions; multiple issues discussed in a single consultation; consultation content not clearly expressed.
	Clinicians must check the completeness of the output and add missing details before saving to EMIS; final responsibility remains with the clinician.
	Review through audit, feedback, incident review and local governance.

	PSM-AS-03
	The consultation notes are not added to EMIS.
	Incomplete clinical record; loss of consultation information; continuity and patient safety risk.
	Low
	Major
	User assumes note has saved; workflow interruption; technical fault; integration issue.
	The clinician must confirm that the final note has been saved appropriately in EMIS; fallback to usual documentation if required.
	Escalate incidents and repeated issues to Accurx; review through audits and incident review.

	PSM-AS-04
	The consultation notes are saved in an unexpected, unclear, or misleading format.
	Poor record quality; confusion for other clinicians; medico-legal ambiguity; reduced usability of the record.
	Medium
	Moderate
	Scribe output structure not suited to consultation; auto-formatting issue; clinician saves text without appropriate editing.
	The clinician is required to review formatting, wording and relevance before saving in EMIS and to amend the output as required.
	Monitor through record quality review, audit and feedback.

	PSM-AS-05
	Clinical coding is missing or incorrect in the medical record.
	Incomplete or inaccurate coding; missed recalls, searches or QOF implications; reduced data quality; possible clinical consequences.
	Medium
	Moderate
	Clinician assumes Scribe output includes all coding; coding is accepted without sufficient review; focus remains on the narrative note rather than coding; workflow inconsistency.
	Clinician remains responsible for ensuring relevant coding is added correctly in EMIS; generated output is not relied upon as a complete coding solution.
	Reinforce through training, spot checks, or audits.

	PSM-AS-06
	Generated content is relied on without adequate checking or is treated as clinical decision support.
	Incorrect or unsafe information becomes part of the permanent record; unsafe decision-making; missed diagnosis; inappropriate treatment or follow-up.
	Medium
	Major
	Over-reliance on the tool, time pressure, inadequate understanding of its limitations, and misunderstanding of its purpose.
	Local requirement that all outputs are reviewed and verified before saving or copying; local guidance states that Accurx Scribe is not a clinical decision-maker; the clinician remains accountable for the final record, clinical judgement, and documentation.
	Monitor through incidents, complaints, audits and governance messaging.

	PSM-AS-07
	Accurx Scribe is used without valid patient consent or without sufficient explanation.
	Confidentiality concerns, patient dissatisfaction, complaints, governance breaches, and reduced trust.
	Low
	Moderate
	Staff forget to ask; assumption that consent is implied; rushed explanation; language barrier; patient anxiety or hearing difficulty.
	Clinicians must obtain patient consent before use; they should provide a clear explanation and, where possible, confirm understanding; requirements are covered in local implementation guidance and training.
	Monitor via complaints, feedback, incidents and governance review.

	PSM-AS-08
	Accurx Scribe is used for consultations that are clinically or ethically unsuitable.
	Distress; reduced trust; incomplete documentation; safeguarding or confidentiality concerns.
	Low
	Major
	Very sensitive consultations; safeguarding cases; domestic abuse concerns; interpreter use; lack of capacity; highly distressed patient.
	Clinical judgement should be used to decide whether Scribe is appropriate in the circumstances; it should not be used where inappropriate or where valid consent cannot be obtained.
	Include in local guidance and training; review if incidents arise.

	PSM-AS-09
	Staff use the system without adequate training or understanding of its limitations.
	Over-reliance; inappropriate use; poor record quality; unsafe workflow; inconsistent documentation standards.
	Medium
	Moderate
	Staff start using the tool before training; insufficient onboarding; misunderstanding of the system’s capabilities; inconsistent uptake of local expectations.
	Clinicians are expected to complete relevant Accurx training before use; local communication reinforces limitations, responsibilities, consent and review requirements.
	Training compliance and awareness are to be monitored locally.

	PSM-AS-10
	The output is associated with the wrong patient record or consultation context.
	Serious record error; confidentiality breach; patient safety risk.
	Low
	Major
	Wrong record open; user workflow error; multitasking; session mix-up.
	Standard clinician responsibility to confirm the correct patient record in EMIS before saving; review output before filing.
	Escalate as an incident if it occurs; reinforce safe workflow.

	PSM-AS-11
	Important actions arising from the consultation are not actioned because the clinician assumes Scribe has captured everything.
	Missed follow-up; missed safety-netting; referral, test, medication or administrative action not completed.
	Medium
	Major
	Over-reliance on summary, busy clinic, and lack of explicit action review.
	The clinician remains responsible for identifying and actioning all clinical and administrative tasks; the output is used only as an aid.
	Monitor via incidents, complaints and governance review.

	PSM-AS-12
	Scribe output contains sensitive third-party or irrelevant information that is inappropriately saved in the record.
	Confidentiality concern; inappropriate record content; complaint.
	Low
	Moderate
	Consultation includes third-party discussion; AI includes excessive detail; clinician saves without editing.
	Clinician reviews and edits output before saving; only relevant and appropriate information is entered into EMIS.
	Reinforce through training and record quality review.

	PSM-AS-13
	A technical fault, outage, or system unavailability disrupts the normal documentation workflow.
	Delays, incomplete notes, reduced efficiency, and potential omissions may occur if the clinician relies on the tool’s availability.
	Medium
	Moderate
	Supplier outage; connectivity issue; integration failure; browser or device issue.
	Clinicians must remain able to document the consultation without Scribe if needed; Scribe is treated as supportive rather than essential.
	Escalate repeated issues to Accurx; review local impact.

	PSM-AS-14
	System-related issues or supplier changes are not recognised, reviewed or escalated promptly.
	Repeated inaccurate documentation; ongoing unsafe use; unrecognised hazard; wider patient impact.
	Low
	Major
	Low reporting culture; incidents managed informally; uncertainty whether the issue is user- or system-related; supplier updates introduce new risks.
	Concerns are to be reported through the management team and TeamNet; reviewed via meetings, learning events, and SEA; supplier-related issues are escalated to Accurx support; DCB0160 and the hazard log are reviewed when needed.
	The Quality Manager and the management team are to monitor themes and decide on restriction or suspension if required

	PSM-AS-15
	Notes, messages or documents are sent to the wrong patient or healthcare professional.
	Confidentiality breach; patient distress; inappropriate onward care; complaint.
	Low
	Major
	Wrong recipient selected; copied correspondence not checked; workflow error.
	The clinician or sender must verify the recipient's details before sending or sharing the generated content.
	Escalate as an incident if it occurs; reinforce safe sending workflow.

	PSM-AS-16
	Patient-facing correspondence contains confusing, inappropriate or potentially offensive language.
	Patient distress, complaint, misunderstanding of clinical advice, and reduced trust.
	Low
	Moderate
	AI-generated phrasing not checked carefully; language lacks context, clarity or sensitivity.
	All patient-facing correspondence must be reviewed and edited by the clinician before sending.
	Monitor through complaints, feedback and governance review.




The above hazards represent the principal local risks identified by PSM Medical Group at the time of implementation. This hazard log will be reviewed and updated in response to incidents, near misses, user feedback, audit findings, supplier updates, or changes in how Accurx Scribe is used within the practice.


[bookmark: _Toc224893066]Test Issues
[bookmark: _heading=h.q90fz9k4phwa]Accurx Test Issues
Accurx reports no outstanding issues following testing for the current release.

[bookmark: _heading=h.o12c1cj6o4qt]PSM Medical Group Test Issues
PSM Medical Group is not aware of any outstanding local issues that would prevent the implementation of Accurx Scribe at the time of completion of this DCB0160 assessment, subject to the controls identified elsewhere in this document.

[bookmark: _Toc224893067]Summary Safety Statement
The Clinical Safety Officer for PSM Medical Group has reviewed the intended deployment of Accurx Scribe within the practice, along with the local DCB0160 assessment, the identified hazards, the proposed controls, and the governance arrangements associated with its use.

Based on this assessment, Accurx Scribe is considered suitable for deployment within PSM Medical Group, provided it is used in accordance with the controls and limitations set out in this document. In particular, safe use depends on clinicians completing the relevant training before use, obtaining patient consent, using the product only as a documentation support tool and not as a clinical decision-maker, and reviewing and verifying all outputs before they are saved or copied into the patient record in EMIS.

The practice recognises that residual risks remain, particularly regarding the possibility of inaccurate, incomplete, or inappropriately formatted outputs. However, these risks are considered manageable within the intended deployment setting where the identified local controls are applied and where incidents, concerns, and near misses are managed through the practice’s established governance processes.

The Clinical Safety Officer, therefore, confirms that, in the context of the intended deployment and subject to the controls described in this document, the safety position of Accurx Scribe is acceptable for local use within PSM Medical Group.

[bookmark: _Toc224893068]Quality Assurance and Document Approval
This document has been prepared as part of PSM Medical Group’s local DCB0160 clinical safety assessment for the implementation of Accurx Scribe. The document has been subject to local review to ensure that it accurately reflects the intended use of the system, the local workflows in which it will operate, the principal hazards identified, and the controls required to support safe use.
The review of this document has included consideration of the supplier documentation, local governance arrangements, incident management processes, training requirements, and the responsibilities of clinicians and managers regarding the use of Accurx Scribe within the practice. The content has been reviewed for accuracy, appropriateness, and consistency with the practice’s intended deployment model.

This DCB0160 document will be stored within TeamNet alongside other relevant governance and operational documentation. Final approval is subject to review and sign-off by the appropriate responsible individuals, including the Clinical Safety Officer and relevant management leads, before implementation or live use.

Where significant changes are made to the implementation approach, local workflows, identified hazards, controls, or supplier information, this document will be reviewed and updated accordingly, with version history and approval details amended to maintain an appropriate audit trail.

[bookmark: _Toc224893069]Configuration Control / Management
PSM Medical Group will maintain proportionate configuration and document control arrangements for the local deployment of Accurx Scribe. Although the practice does not operate a software supplier-style configuration management process, it will apply appropriate version control and document management measures suitable for a GP practice deployment.

This DCB0160 assessment, together with other relevant implementation and governance documentation, will be stored in TeamNet, the practice’s repository for pertinent controlled documentation. TeamNet will therefore provide the primary record for document storage, version control, review, and retrieval.

Each revision of this document should be clearly identifiable by version number, date of amendment, and author or editor details where appropriate, so that the current approved version can be distinguished from draft or superseded versions.

Significant changes to the local deployment of Accurx Scribe, including changes to the scope of use, intended users, workflows, local controls, training requirements, or known hazards, will trigger review of this document and associated implementation arrangements. Updated versions will be reviewed and re-approved through the practice’s normal governance processes and retained within TeamNet to maintain a clear audit trail.

Through these arrangements, PSM Medical Group will ensure that the DCB0160 assessment and related local implementation controls remain current, traceable, and aligned to the actual deployment of Accurx Scribe within the practice.
image1.png
Uikalivood

[y i

[ian

[Mectum.

vy Low

Consiaraie

Castopnic





