modality

A Commitment to Care

\/

Modality LLP

Patient Safety Incident Response Framework (PSIRF)



PSIRF Policy
Document Control
A. Confidentiality Notice
This document and the information contained therein is the property of Modality LLP
This document contains information that is privileged, confidential or otherwise protected
from disclosure. It must not be used by, or its contents reproduced or otherwise copied or

disclosed without the prior consent in writing from Modality LLP.

B. Document Details

Classification: Official

Author and Role: Dr Aamena Salar, Medical Director and Mureum Bi, Senior
Contracts Manager

Document Reference:

Current Version Number: 1.3
Current Document Approved By: | Exec Team
Date Approved: April; 2025

C. Document Revision and Approval History

Version | Date Version Created | Version Approved By: | Comments
By:

1.1 10/7/24 Dr Jenieve Lee Exec team Initial version
& Mureum Bi

1.2 13/9/24 Dr Jenieve Lee Exec team

1.3 08/04/2025 Dr Naresh Rati, | Exec team
Dr Jenieve Lee,
Aparna
Ramaswamy

Next review date: April 2026



Contents

IO U oo Y 4
D22 0 1R o o T R 4
3.0 Our patient safety CUIUIE..........oeeeiiieeeeeeeeeeeeee e, 5
4.0 Patient Safety Partners (PSPS).......coo i 5
5.0 Addressing health iINneqUalItIes. ..........cooiii i 6
6.0 Engaging and involving patients, families and staff following a patient safety incident..... 7
7.0. Patient safety incident response planning.........ccuueeeiiiiiiiiiii 8

7.1 Resource t0 SUPPOIT PSIRF .............. e vsesseessaeseneeeeeees 8

7.2 Our patient safety iNCIAENT PIAN..............ccccuuuuuuuiiiiiiiiiiiieiiieeeieeeeee e eeeeeeeeeees 8
8.0 Responding to a patient safety incident: Reporting arrangements..............cccccooiiiiiiinnnne. 9

8.1 Internal process of reporting an iNCident..................cooooi i 9
9.0 Responding to cross systems inCIdeNncCes/iSSUES............cocvvvviiiiiiiiiiiiiiiieeeeee 9
10.0 Involvement of Multiple COMMISSIONES...... ..o eeeeee 9
11.0 Timeframes for reporting an iNCident..............ouiiiiiii e 10

11.1 Timeframes for reporting a Serious InCident.......................ccccccccc . 10
12.0 Safety action development and monitoring improvement............cccccoviiiiiiieeie e, 10
13.0 Safety iImprovemeNnt Plans. ... 11
Appendix A — Examples of Significant Events...............oeuiiiiiiiiiiiiiieee e 12
Appendix B — Examples of interesting, complex, and good practice events......................... 13

Next review date: April 2026



1.0 Purpose

The Patient Safety Incident Response Framework (PSIRF) was introduced by NHS England in
2022 to reform how healthcare organizations respond to patient safety incidents. PSIRF
replaces the Serious Incident Framework (SIF) and shifts the focus from retrospective blame
to proactive learning and improvement. This policy supports the requirements of PSIRF and
sets out Modality LLP’s approach to developing and maintaining effective systems and
processes for responding to patient safety incidents and issues for the purpose of learning and
improving patient safety.

The PSIRF is a defined process to achieve a co-ordinated and data-driven response to patient
safety incidents. It embeds patient safety incident responses within a wider system of
improvement and prompts a significant cultural shift towards systematic safety management.

This policy supports development and maintenance of an effective patient safety incident
response system that integrates the four key aims of the PSIRF:

e compassionate engagement and involvement of those affected by patient safety
incidents

e application of a range of system-based approaches to learning from patient safety
incidents

e considered and proportionate responses to patient safety incidents and safety issues
e supportive oversight focused on strengthening response system functioning and
improvement

This policy requires all staff to take responsibility for reporting any incident or adverse event
or near miss that they become aware of and review them as detailed within this policy.

2.0 Scope

This policy is specific to patient safety incident responses conducted solely for the purpose of
learning and improvement across all services on all sites provided by Modality LLP.

This policy applies to all permanently employed staff and external contractors. The policy also
describes the arrangements for the management of incidents where more than one provider is
involved.

Responses under this policy follow a systems-based approach. This recognises that patient
safety is an emergent property of the healthcare system: that is, safety is provided by
interactions between components and not from a single component. Responses do not take a
‘person-focused’ approach where the actions or inactions of people, or ‘human error’, are
stated as the cause of an incident.
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3.0 Our patient safety culture

An ‘open and fair’ culture is promoted to assure staff that Modality LLP operates an open and
honest environment where no groups or individuals will be unfairly blamed when things go
wrong.

There is no remit to apportion blame or determine liability, preventability or cause of death in a
response conducted for the purpose of learning and improvement. Other processes, such as
claims handling, human resources investigations into employment concerns, professional
standards investigations, coronial inquests and criminal investigations, exist for that purpose.
The principle aims of each of these responses differ from those of a patient safety response
and are outside the scope of this policy.

Modality LLP has effective record keeping and reporting mechanisms in place. As an
organization Modality LLP ensure all incidents are managed in a timely and organised manner,
including clear lines of accountability and responsibility.

Key communication mechanisms are established with family/carers in line with the
organizational Duty of Candour policy. Modality LLP ensures appropriate actions are taken to
avoid recurrence including process/system changes, changes to practice and/or environment
to improve patient safety.

All relevant stakeholders will be informed, engaged and involved in line with any national
legislation and guidelines. These include internal and external stakeholders, agencies and
regulatory bodies.

4.0 Patient Safety Partners (PSPs)

NHS England have developed a new role which is called the Patient Safety Partner (PSP).
The role recognises the important effect that patients, carers, and other lay people can play in
supporting and contributing to a healthcare organisation’s governance and management
processes for patient safety. In Modality LLP our PSPs are either a past or current LLP patient
and/or a person who has experienced LLP as a close family member/carer. We are in the
process of developing the role and it will take time and commitment from all parties involved to
shape the role.

Our PSPs will offer support to our patients, families and carers to influence and improve
patient safety across our range of services.

The PSPs will play a key role in compassionately engaging with those who have been
impacted by patient safety incidents and involving them throughout the learning response.

Modality LLP PSPs will ensure that all those who are involved within the engagement process
are clear about what to expect from the process. The information will include:

e What patient safety is

e What is a learning response and what are the different types of responses
e Definitions of any key words and phrases
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e How to involve those impacted and how they can prepare for the involvement

e Any local or national support resources

Below is a copy of our 4-step engagement process inspired by the NHS England’s
overarching Patient Safety Incident Response Framework.

1. Before Contact
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contact

- Assess inclusivity
neads

- Assess support needs
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¢ key contacts
upport neads
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For Investigation
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5.0 Addressing health inequalities

3. Continued Contact
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close)
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Modality LLP is committed to ensuring that our patient safety incident response processes
support with addressing health inequalities.

Modality LLP will apply a flexible approach and intelligent use of data to help identify any
disproportionate risk to patients with specific characteristics. For example, data on ethnicity,
socio-economic status and health related outcomes.

This data will help us respond to issues related to health inequalities as part of the development
and maintenance of our patient safety incident response policy and plan. For example, fast track
appointments, longer appointments, use of interpreters, patient information leaflets in a range of
languages, etc

We will ensure that training delivered to staff will support the development of a just culture and
reduce the ethnicity disparity in rates of disciplinary action across the Modality LLP workforce.
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6.0 Engaging and involving patients, families and staff following a patient safety
incident

PSIRF supports the development of an effective patient safety incident response system that
prioritises compassionate engagement and involvement of those affected by patient safety
incidents (including patients, families and staff).

Following a patient safety incident, learning and improvement can be achieved if supportive
systems and processes are in place. PSIRF supports that the needs of those affected by
incidents should be a primary concern for Modality LLP

It is important that affected individuals are involved and compassionately supported
throughout the investigation. An early meeting must be held to explain what actions are
being taken, how individuals involved will be kept informed, what support processes are in
place and what can be expected from the investigation. This must set out realistic and
achievable timescales and outcomes.

Those involved will want to know:
What happened?

Why it happened?
How it happened?
What can be done to stop it happening again to someone else?

Individuals must also have access to the necessary information and should:

e Be made aware, in person and in writing, as soon as possible of the process of the
investigation to be held, the rationale for the investigation and the purpose of the
investigation.

e Be able to express any concerns and questions. Often the family offer invaluable
insight into service and care delivery and can frequently ask key questions.

e Have an opportunity to inform the terms of reference for investigations.

e Know how they will be able to contribute to the process of investigation, for example
by giving evidence.

e Be given access to the findings of any investigation, including interim findings.

e Have an opportunity to respond/comment on the findings and recommendations
outlined in the final report and be assured that this will be considered as part of the
quality assurance and closure process undertaken by the commissioner.

e Be informed, with reasons, if there is a delay in starting the investigation, completing
the investigation or in the publication of the final report; and be offered media advice,
should the media make enquiries.

It is important that appropriate treatment and support is provided for patients, victims, their

families and carers. This should be considered on an individual basis. However, the following
needs should be considered:
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e The need for an independent advocate with necessary skills for working with
bereaved and traumatised individuals

e Support with transport, disability, and language needs

e Support during and after the investigation. This may include counselling and/or
signposting to a suitable organization.

e Further meetings with the organizations involved or support in liaising with other
agencies such as the police.

Depending on the nature of the incident, it may be necessary for several organisations to
contact those affected. This should be clearly explained to the patients/ victims and families
as required. A coordinated approach should be agreed by the partner agencies in discussion
with those affected.

All staff involved in liaising with and supporting distressed and bereaved patients must have
the necessary skills, expertise and knowledge of the incident to explain fully and
compassionately.

7.0. Patient safety incident response planning

7.1 Resource to support PSIRF

Modality LLP incident response leads are the service manager and clinical lead for the
respective clinical speciality. These response leads will manage patient safety incidents in a
way that is proportionate to their risk, harm, and learning potential. Low-risk incidents may
be addressed through local team reviews and discussions. Moderate-risk incidents might
require organized reviews to identify broader trends. High-risk incidents and serious harm
events will require full-scale patient safety investigations using structured methodologies.

7.2 Our patient safety incident plan

Our patient safety incident response plan is a ‘living document’ that will be appropriately
amended and updated as we use it to respond to patient safety incidents. The Modality LLP
Medical Director and Governance Compliance Officer will review the plan every 12 to 18
months to ensure our focus remains up to date; with ongoing improvement work our patient
safety incident profile is likely to change. This will also provide an opportunity to re-engage
with stakeholders to discuss and agree any changes made in the previous 12 to 18 months.
Updated plans will be published on our website, replacing the previous version.

A planning exercise will be undertaken every four years and more frequently if appropriate
(as agreed with our Integrated Care Board (ICB) to ensure efforts continue to be balanced
between learning and improvement. This more in-depth review will include reviewing our
response capacity, mapping our services, a wide review of organizational data (for example,
Patient Safety Incident Investigation (PSII) reports, improvement plans, complaints, claims,
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staff survey results, inequalities data, and reporting data) and wider stakeholder
engagement.

8.0 Responding to a patient safety incident: Reporting arrangements

Modality LLP have robust mechanisms in the place which allow staff, patients and the public
to report and record patient safety incidents.

8.1 Internal process of reporting an incident

It is the responsibility of all staff including doctors, clinical and administrative staff, both
temporary and permanent to report significant/critical events. All incidents must be reported
in line with the Significant Events Policy (Significant Event Policy - Modality Group -
Modality) by completing the Significant Event Reporting Database on the Future NHS
(ENHS) area linked to their service, as soon as possible after the incident. The incident
database must record as much information about the incident as possible. The information
given must be factual and not opinion.

8.2 External Process of reporting an incident

e Via the NHSE website NHS England » Report a patient safety incident
e External Trusts contact Modality LLP through a dedicated and secure nhs.net email
address.

e The public can raise an incident/concern through the Patient Advice and Liaison
Service (PALS)
e LLP Patients can raise a complaint or concern on our website at: Contact Us -

Modality LLP.
e The public can report via Learn From Patient Safety Events (LEPSE)

9.0 Responding to cross systems incidences/issues

Often more than one organization is involved in the care and service delivery in which a
serious incident has occurred. The organization that identifies the serious incident is
responsible for recognising the need to alert other providers, commissioners and partner
organizations as required in order to initiate discussions about subsequent action. Modality
LLP will work with all organizations and agencies involved to undertake one single
investigation wherever this is possible and appropriate.

10.0 Involvement of Multiple Commissioners

Commissioners may commission services from multiple providers spanning local and
regional geographical boundaries. Multiple providers may then report incidents to their
commissioners but it is not always practical for the commissioner holding the contract to
assume responsibility for overseeing the response to the serious incident so a more flexible
approach is required. Commissioners must work collaboratively to agree how best to
manage serious incidents for their services.

11.0 Timeframes for reporting an incident
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https://www.england.nhs.uk/patient-safety/patient-safety-insight/learning-from-patient-safety-events/learn-from-patient-safety-events-service/

Once a patient safety incident has been identified, an investigation should be started straight
away. The timeframe for the completion of the investigation should be agreed with everyone
involved and affected by the incident.

Highly prescriptive timeframes for learning responses may not be helpful so the following are
included as a guideline only:

e Initial incident investigation — as soon as possible, within 5 working days of reporting

e Comprehensive Investigation — 60 - 120 working days depending on complexity

11.1 Timeframes for reporting a Serious Incident

Serious Incidents must be declared internally to the Modality LLP Governance Lead (LLP
Medical Director), Service Manager and Service Clinical Lead within two days of becoming
aware of the incident and immediate action must be taken to establish the facts, ensure the
safety of the patient(s), other services users and staff, and to secure all relevant evidence to
support further investigation. The Governance Lead will ensure that all serious incidents are
disclosed as soon as possible to the patient, their family (including victims’ families where
applicable) or carers.

Serious incidents must be reported to the commissioner without delay and no later than 2
working days after the incident is identified. Incidents falling into any of the serious incident
categories listed below should be reported immediately to the relevant commissioning
organization upon identification. This should be done by telephone as well as electronically
for:
Incidents which activate the NHS Trust or Commissioner Major Incident Plan
Incidents which will be of significant public concern
Incidents which will give rise to significant media interest or will be of significance to
other agencies such as the police or other external agencies

If a serious incident occurs during out-of-hours the LLP Executive Partner or other LLP
Executive member will lead any response.

Discussions should be held with other partners (including the police or local authority for
example) if other externally led investigations are being undertaken. This is to ensure
investigations are managed appropriately, that the scope and purpose is clearly understood
(and those affected informed) and that duplication of effort is minimized wherever possible.

12.0 Safety action development and monitoring improvement

PSIRF moves away from the identification of ‘recommendations’ which may lead to solutions
at an early stage of the development process.

Modality LLP will have systems and process in place to support the monitoring of safety
actions, using a collaborative approach to reduce the potential of any future harm.

Modality LLP will ensure all safety actions are developed with divisions involved in the areas

where the incident has occurred. The actions will reflect the recommendations which are
made during the investigations. All actions developed will be Specific, Measurable,
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Achievable, Relevant and Time-bound (SMART). Further guidance on this can be found in
NHSE Guidance at:
https://www.england.nhs.uk/wp-content/uploads/2022/08/B1465-Safety-action-development-
v1.1.pdf

Monitoring of completion and efficacy of safety actions will be through organizational
governance processes with oversight at care group level reporting to MP Group Clinical
Chair and Divisional Medical Directors. The Divisional Medical Directors will maintain an
overview across the organization to identify themes, trends and triangulation with other
sources of information that may reflect improvements and reduction of risk.

13.0 Safety improvement plans

Findings from a variety of responses to patient issues and incidents have been brought
together and included in our safety improvement plan.

Modality LLP has a safety improvement plan which includes the local priorities for focus
under PSIRF. These have been developed because they provide Modality LLP with the
opportunity for learning and improving across the system.

Modality LLP will ensure the oversight mindset is implemented during patient safety incident
responses. The principles of the mindset are highlighted in the Patient Safety Incident
Response Framework supporting guidance published by NHS England (Oversight roles and
responsibilities specification and Patient safety incident response standards).

The Group Clinical Chair and Modality LLP Medical Director will oversee the development of
the organizations policy and plan. Outcomes from the action plan will be shared with the
Modality LLP Board, this will include any assurance of the implemented plan.

Updates will be shared across the system to support the improvement of patient safety
throughout the organisation this will be done through MDTs and Clinical Lead Forums.
Modality LLP will ensure that commissioning leads including ICBs are updated on any
changes and progress made against our policy and plan. This can be presented at regular
Contract and Quality Review Meetings.

Appendix A — Examples of Significant Events
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New diagnosis of cancer,
ischaemic heart disease
(IHD) or stroke (for
prevention, acute care and
follow-up)

Unplanned pregnancies
(for contraceptive advice)

Meningitis, measles,
mumps, rubella, pertussis,
bacteria intestinal
gastro-enteritis (for
prevention)

Unexpected deaths

Positive mammography

Acute asthma, epileptic fits
and parasuicide (for prior
care)

Palliative and terminal care

Wrong drug prescribed

Appointment letter sent to
wrong address

Urgent referral not done

Wrong drug dose Wrong information given [ Results misfiled
over telephone
Drug interaction Important message not | Result not acted on
acted on
Inadequate drug monitoring | Misinterpretation of a | Investigation request not

handwritten prescription

sent

Failure of practice IT system

Suspected sepsis

Patient removed from

practice registration

Emergency line

engaged/rang out

Suspected meningitis

Safeguarding issues

Registrar on alone

Non-accidental injury

Domestic abuse issues

Limited GP cover

Sudden unexpected death

Angry or upset

Equipment failure

Poor control of international
Normalised Ratio (INR)

Visit request not done

Computer data loss

Failure to follow-up

Mix-up over request urgency

Target payment failure

Delayed diagnosis

Wrong address of patient

Complaint about premises

Wrong treatment given

Out-of-hours issue
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Appendix B — Examples of interesting, complex, and good practice events

A review of a patient who | Review of a patient with a | The management of
had multiple investigations | prolonged terminal illness | complex patients

and who subsequently had | highlighting successful
confirmation of a rare | management of symptoms
diagnosis

Reviews cardio-pulmonary | Following review of a | Compliments given to the
resuscitation if it occurs on | diagnosis of cancer in a | practice for care provided to
practice premises patient without clear signs patients/carers
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