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[bookmark: _heading=h.n6ppyyouoiur]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 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: _heading=h.ghtmfrkldc59]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. As of December 2024, Tandem Health has successfully deployed in 200+ healthcare organisations, with 1000+ users, and has processed 200,000+ clinical consultations.
Tandem Health was chosen as the software provider for Accurx Scribe as it passed Accurx’s assurance processes for clinical safety and data security. Tandem complies with DCB0129 standards and is ISO27001 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 document attachment function

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: _heading=h.267d539fa5uq]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
· Senior Clinical Leads: 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]Deploying NHS Organisation’s Clinical Risk Management System
[bookmark: _heading=h.t4cgilxc6kc4]
Key personnel:
Clinical Safety team
Name	Roles and responsibilities	Skills, competency, experience
		


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


.

[bookmark: _heading=h.emuchlq0z64f]
[bookmark: _heading=h.9ka5pssr0p83]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 recorded in the clinical safety documentation, with a clear audit trail.




[bookmark: _heading=h.h2uvtr5k3p5s]Deploying NHS Organisation’s Clinical Risk Analysis


[bookmark: _heading=h.2ftg9n125u9y]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.	Mandatory elimination or control to reduce risk to an acceptable level
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.
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]Deploying NHS Organisation’s Clinical Risk Evaluation



[bookmark: _heading=h.bee5poiq2atj]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

[bookmark: _heading=h.o8164xl545a5]Deploying NHS Organisation’s Clinical Risk Control Process




[bookmark: _heading=h.dw1bibsnh5ro]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
	

	5
	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.

	15
	13
	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
	13

	Low
	1




[bookmark: _heading=h.p4gyqbi5vx2w]Key findings from NHS Deploying Organisation’s DCB0160 Hazard Log



[bookmark: _heading=h.1hbscid3pilk]Test Issues
[bookmark: _heading=h.q90fz9k4phwa]Accurx Test Issues
Accurx reports no outstanding issues following testing for the current release.

[bookmark: _heading=h.o12c1cj6o4qt]NHS Deploying Organisation Test Issues
Summary of any outstanding test issues and the impact on clinical safety.


[bookmark: _heading=h.w1iznu4oglm1]Summary Safety Statement
Statement from the Clinical Safety Officer summarising the safety position of the Health IT System in the context of the intended deployment. 


[bookmark: _heading=h.45uask9mzfaj]Quality Assurance and Document Approval
Evidence of appropriate quality, review and approval regimes.

[bookmark: _heading=h.nf67jhkke80t]Configuration Control / Management
Evidence of appropriate configuration control being used.
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