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Introduction

The Patient Safety Incident Response Framework (PSIRF) sets out the NHS'’s approach to
developing and maintaining effective systems and processes for responding to patient

safety incidents for the purpose of learning and improving patient safety.

It lays out how NHS providers — such as Modality LLP — should respond to patient safety
incidents and how and when a patient safety investigation should be conducted. The aim is
to develop a more open and transparent patient safety culture, with a greater focus on a

system wide approach.

It replaces the Serious Incident Framework (2015) and represents a significant shift in the
way the NHS responds to patient safety incidents and is a major step towards establishing
a safety management system across the NHS. It is a key part of the NHS patient safety
strategy, which supports the development and maintenance of an effective patient safety

incident response system that integrates four key aims:

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

e Application of a range of system-based approached to learning from patient safety
incidents

e Considered and proportionate responses to patient safety incidents

e Supportive oversight focussed on strengthening response system functioning and

improvement

PSIRF is not just a new framework for recording incidents, it is a completely new way of

looking at patient safety and empowers staff to speak up when things go wrong.

Patient safety incident response plan
Page 3 of 23



modality

Our services

Modality LLP is a large-scale provider of NHS commissioned outpatient and surgical services.
We work in partnership with hospitals and Integrated Care Boards (ICBs) across the country to
deliver a wide range of services providing patients with easily accessible care that is delivered

efficiently and closer to home.

We serve a population of over 11 million patients delivering around 250,000 appointments per

year. Our services are accessible from 15 locations and are delivered 7 days per week.

We deliver services across the UK using a combination of outsourced and insourced care
models. Working in collaboration with partners and colleagues across NHS systems and other
independent sector providers, we offer innovative, integrated solutions that ensure all our patients

and communities can access the right care, in the right place, at the right time.

Our service offering is summarised below:
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*[Iralogy
*Neurology
*Rheumatology
=Cardiology
*Dermatology
*Respiratory
*Orthopaedics
*ENT

*\fascular Surgery
*General Surgery
*Ophthalmology
*Gynaecology
*Paediatrics

*Pain Management
*Gastroenterology

Outpatients | 2%

Defining our patient safety incident profile

Tests & Investigations

.@_

&
*ECGs
*MRI
¥-ray
«0OCT
sAudiology
*Ultrasound
*Spirometry
*Proctoscopy
*Nerve Conduction
*Urinalysis
sSleep Studies
#\fisual Fields
*Flexible Cystoscopy
*Event Recorders
*Hysteroscopy
*Echocardiography
*Biopy
*Blood Investigations
*MNasendoscopy

\/
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Procedures

+5kin Lesion Excisions

+Excision of Cysts
*Polypectomy
*Paoly Removal
*5Steroid Injections
*Subdermal Implant
*Hearing Aids
sSeptoplasty
*Minor LA Procedures
*Tonsillectomy
“Vasectomy
*Hydrocoele Operation
*Qculoplasti Procedures
*Corneal Cross Linking
*Shockwave Therapy
*\aricose Vein Surgery
*Hernia Repairs
*Laparascopic
Cholescystectomy
*Laser treatment

In preparation for our plan, we have reviewed, analysed, and triangulated data and a range of

intelligence and information, both qualitative and quantitative, from across the services we

provide, this has included the following sources:
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Strategic &
Operational
Risk Registers

Modality LLP

Patient Safety
Profile

Regulatory Stakeholder
Feedback Feedback

In developing our plan, we examined these data sources, considered the safety issues
demonstrated by the data and identified improvement work already underway. To define our
patient safety incident profile, we collaborated with relevant internal and external stakeholders.
We also incorporated our strategic objectives and organisational values when defining our
priorities. We then agreed the profile and proportionate response methods which balanced our
capacity to respond with the needs for learning and improvement as well as the needs of those

affected by patient safety incidents.

We considered several factors including where there appeared to be the greatest opportunities or

potential for learning and improvement, current risks and where risks may increase in the future.

The high-level recurring themes identified from the thematic analysis of historic
incidents over a 5-year period highlighted the following:
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Incident Themes: 2020 - 2024

33

Care documentation
Care Implementation
Clinical Assessment

Infrastructure

Consent, communication, confidentiality
Medication

Treatment or procedure

Disruptive, aggressive behaviour
Medical device [ equipment

Patient/staff weakness on site

Staff Capacity/Capability

The high-level recurring themes identified from the thematic analysis of historic

complaints over a 3-year period highlighted the following:

Complaints Themes: 2022 - 2024

Staff Attitude Or Behaviour
Waiting Times

Clinical Treatment
Communication
Prescription Issues
Appoimtment Availability
Care Planning
Inaccurate/Incorrect Records
Prescribing Error

Refusal To Prescribe
Delay/Failure To Refer
Follow-up Care

Charging Or Costs
Confidentiality Breach
Misdiagnosis

Privacy And Dignity

In addition to the above, a range of additional themes were identified from regulatory inspections i.e.
CQC, stakeholder feedback and from a review of strategic and operational risk registers:
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e Incident reporting processes require strengthening to enable further service improvement.

e Improved complaint reporting processes are required to enable further service development.

e Governance systems for monitoring and managing emergency equipment and Infection
Prevention and Control (IPC) require further improvement

e Processes for monitoring mandatory training compliance require strengthening, particularly for
Children’s Safeguarding

e Staff education and training in relation to GDPR and data breaches requires further improvement.
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In order to define our patient safety improvement profile, we considered what improvement work is underway that has/would have an impact on

Defining our patient safety improvement profile

patient safety. This work has been driven by national, regional and locally driven programmes such as the NHS Patient Safety Strategy, NHS

contractual requirements e.g. service development and improvement plans and other organisational priorities.

Modality LLP is involved in a number of improvement programmes, which will closely align with the PSIRF Plan, including:

Improvement Programme Objectives Patient Safety Outcomes
Automation of Patient Fully digitalised patient correspondence using Reduced incidents relating to data breaches
Correspondence automated processes, including, booking letters,

consultation letters and patient information.

Online Booking of Patient Fully digitalised patient bookings using online booking | Reduced incidents relating to data breaches

Appointments systems

Staff Protected Learning Time Further roll-out of mandatory staff protected learning Reduced incidents relating to common

Events time events designed to focus on training and themes such as data breaches, staff attitude
development and behaviour and compliance with

organisational policies and procedures
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Launch of New Website

Improved information for staff and carers designed to

improve accessibility

Reduced incidents and complaints relating to

accessibility issues and communication

Staff Wellbeing Initiatives

Further roll-out of staff wellbeing initiatives such as
dedicated wellbeing sessions, access to counselling

support and flexible working opportunities

Reduced incidents and complaints relating to
staff attitude and behaviour and staff

capacity

Customer Services Training

Organisation-wide implementation of customer

services training for clinical and non-clinical teams

Reduced incidents and complaints relating to
staff attitude and behaviour and

communication

Implementation of Quality

Dashboards

Roll out of service-level and clinician-level quality
dashboards to enable improved benchmarking of
performance between services and within clinical

teams

Reduced incidents and complaints relating to
concerns with care planning/treatment, staff

attitude and behaviour and communication

Jen/Naresh - please add further

areas | may have missed

Jen/Naresh - please add further

areas | may have missed

Jen/Naresh - please add further

areas | may have missed
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In line with the PSIRF guidance, the emphasis of our plan will be on ongoing improvement projects rather than repeat learning responses.

Many of the safety issues described in this plan have been subject to multiple thorough investigations followed by thematic reviews in order to

achieve sufficient understanding of the underlying contributory factors and interlinked system issues.
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Some patient safety events require a specific type of response as set out in national policies or regulations. These responses will include an

Our patient safety incident response plan: national requirements

internal patient safety incident investigation or review by or referral to another body or team, depending on the nature of the event. The table below

sets out the nationally mandated responses for national events:

Patient safety incident type Required response

Deaths thought more likely than not due to EReler=1I\E Yo M=
problems in care (incidents meeting the
learning from deaths criteria for PSII)

Deaths of patients detained under the Locally-led PSII
Mental Health Act (1983) or where the

Mental Capacity Act (2005) applies, where

there is reason to think that the death may

be linked to problems in care (incidents

meeting the learning from deaths criteria)

Incidents meeting the Never Events Locally-led PSII
criteria 2018, or its replacement.

Mental health-related homicides Referred to the NHS England Regional Independent Investigation Team (RIIT) for consideration
for an independent PSII Locally-led PSII may be required

(I R CTe g EIE I RTa e ERIENNEEI s Refer to HSIB or SpHA for independent PSII
Healthcare Safety Investigation Branch

(HSIB) criteria or Special Healthcare

Authority (SpHA) criteria when in place

Patient safety incident response plan
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Locally-led PSII (or other response) may be required alongside the panel review — organisations
should liaise with the panel

Child deaths Refer for Child Death Overview Panel review

DLEEVGERO M oTETo AW R EE LI R [EEIINIEEN Refer for Learning Disability Mortality Review (LeDeR)

Locally-led PSII (or other response) may be required alongside the LeDeR — organisations
should liaise with this

Safeguarding incidents in which: Refer to local authority safeguarding lead

e babies, children, or young people Healthcare organisations must contribute towards domestic independent inquiries, joint targeted
are on a child protection plan; area inspections, child safeguarding practice reviews, domestic homicide reviews and any other
safeguarding reviews (and inquiries) as required to do so by the local safeguarding partnership

looked after plan or a victim of ! _
(for children) and local safeguarding adults boards

wilful neglect or domestic
abuse/violence

adults (over 18 years old) are in
receipt of care and support needs
from their local authority

the incident relates to FGM,
Prevent (radicalisation to
terrorism), modern slavery and
human trafficking or domestic
abuse/violence

Incidents in NHS screening programmes Refer to local screening quality assurance service for consideration of locally-led learning
response

Deaths in custody (eg police custody, in Any death in prison or police custody will be referred (by the relevant organisation) to the Prison
prison, etc) where health provision is and Probation Ombudsman (PPO) or the Independent Office for Police Conduct (IOPC) to carry
delivered by the NHS out the relevant investigations

Patient safety incident response plan
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‘_ Healthcare organisations must fully support these investigations where required to do so

Domestic homicide A domestic homicide is identified by the police usually in partnership with the community safety
partnership (CSP) with whom the overall responsibility lies for establishing a review of the case

Where the CSP considers that the criteria for a domestic homicide review (DHR) are met, it
uses local contacts and requests the establishment of a DHR panel

The Domestic Violence, Crime and Victims Act 2004 sets out the statutory obligations and
requirements of organisations and commissioners of health services in relation to DHRs

Anticipated Improvement Route:

The anticipated improvement route for all national required responses will be:
e Creation of local organisational actions that feed into the PSIRF Plan.
e Where an overarching safety improvement plan exists, findings will feed into the relevant group/team responsible for overseeing this
e Executive oversight.
e Any immediate actions identified as necessary to avoid and/or mitigate further serious and imminent danger to patients, staff and the public.
e Providing more rapid support and signposting for families/carers affected by harm
e Working collaboratively with other agencies to ensure any shared learning is adopted.
e National reporting requirements to NHS England and other regulators to ensure national learning and direction.

e Shared learning with the quality and safety leads for the respective Integrated Care Board (ICB) to reflect system working.

Patient safety incident response plan
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Our patient safety incident response plan: local focus

Staff are required to report all incidents and near misses using our incident reporting system
administered by NHS Futures. All patient safety incidents are then reviewed by our governance

tam and graded in line with national guidance for grading the harm caused to patients.

All reported incidents will be examined by the governance team, in collaboration with the relevant
operational teams involved, who will confirm the learning response, which may include further

investigation, improvement work or assurance of teams’ working practices.

The Patient Safety Incident Response Framework (PSIRF) does not stipulate what type of
incident falls into which investigation category or specific investigation approach. Deciding what
to investigate through a patient safety incident investigation (PSII) process will therefore be a
flexible approach, informed by local and national priorities. Our objective is to facilitate an
approach that considers the opportunity for learning, and which type of investigation would be a

proportionate approach.

Aside from the incidents meeting criteria for a national response approach, the decision to carry
out a patient safety incident investigation will be based on the following:

1. Patient safety incidents linked to our patient safety learning and improvement priorities

agreed as part of this plan

2. Patient safety incidents identified as an emergent area of risk; e.g. new themes identified
from patient safety incidents that indicate a new priority emerging
The views of those affected, including patients and their families
Capacity available to undertake a proportionate learning response

Whether improvement work is underway to address the identified contributory factors

o gk~ w

Whether we and our ICB (Integrated Care Board) are satisfied risks are being

appropriately managed.
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We have agreed key local priority areas for full patient safety investigation:

Patient safety incident type or issue | Planned response

Implementation of policies and Use of Protected Learning Time Events (PLT) to deliver staff training linked to high priority issues
procedures
What else?
Medication incidents ??
Infection Control ??
Improved complaints/incidents Use of Protected Learning Time Events (PLT) to deliver staff training linked to high priority issues

reporting processes

Ensuring that all sites include leaflets/information on how to make a complaint and our website also
includes this information

Continued use of service-level MDTs to discuss the learning from complaints/incidents and also using
these meetings to update staff on the correct reporting processes

What else?

Record Keeping Reviewing our record keeping policy/standards to ensure this is in line with national/local requirements

Use of PLTs and service-level MDTs to update staff on record keeping standards

Patient safety incident response plan
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What else?

Patient Waiting Times Managing patient expectations better by sharing estimated waiting times at the point of referral into our
services

Ensuring that e-RS waiting times are kept up-to-date for all services

Agreeing alternative strategies/plans for managing demand with commissioners, where appropriate

What else?

Clinical Treatment/Care ??

Mandatory Training Compliance ??

Data Breaches Use of Protected Learning Time Events (PLT) to deliver staff training linked to high priority issues
What else?

Patient safety incident response plan
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Anticipated Improvement Route:

The anticipated improvement route for all local responses will be:

Continued monitoring of patient safety incident records to determine any emerging
risks/issues.

Any immediate actions identified as necessary to avoid and/or mitigate further serious and
imminent danger to patients, staff and the public.

Creation of local organisational actions from learning responses feed into the quality
improvement strategy.

Where learning response outputs cross-scope with an existing overarching safety
improvement plan, findings will feed into the relevant group.

Where similar findings are repeated, we will build a case for a new improvement plan.
Working collaboratively with other agencies to ensure any shared learning is adopted.
Learning and opportunities for improvement will be cascaded locally to the relevant
services/teams.

Executive oversight.

National reporting requirements to NHS England and other regulators via local risk

management system) to ensure national learning and direction.
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Engaging and involving patients, families and staff
following a patient safety incident

The Patient Safety Incident Response Framework promotes systematic, compassionate, and
proportionate responses to patient safety incidents, anchored in the principles of openness, fair
accountability, learning and continuous improvement — and with the aim of learning how to

reduce risk and associated harm.

We recognise that meaningful learning and improvement following a patient safety incident can
only be achieved if supportive systems and processes are in place. The PSIRF supports
development of a patient safety incident response system that prioritises compassionate

engagement and involvement of those affected by patient safety incidents.

“Those affected” include staff and families in the broadest sense; that is the person or patient to
whom the incident occurred, their family and close relations. Family and close relations may
include parents, partners, siblings, children, guardians, carers, and others who have a direct and
close relationship with the individual to whom the incident occurred. Modality LLP is committed to
achieving compassionate engagement and involvement by following the national guidance for

engaging and involving patients, families and staff following a patient safety incident.

Engagement Principles

1. Apologies are meaningful: Apologies need to demonstrate an understanding of the
potential impact of the incident on those involved, and a commitment to address their
questions and concerns. ldeally, an apology communicates a sense of accountability for
the harm experienced, ahead of investigation. Getting an apology right is important — it
sets the tone for everything that follows. Apologising is also a crucial part of the Duty of
Candour.

2. Approach is individualised: Engagement and involvement should be flexible and adapt
to individual and changing needs. These needs could be practical, physical, or emotional.
Engagement leads should recognise that every response might need to be different,
based on an understanding of the different needs and circumstances of those affected by
an incident.

3. Timing is sensitive: Some people can feel they are being engaged and involved too

slowly or too quickly, or at insensitive times. Engagement leads need to talk to those

Patient safety incident response plan
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affected about the timing and structure of engagement and involvement, and any key
dates to avoid (e.g. birthdays, funeral dates, anniversaries), particularly where someone
has lost a loved one.

4. Those affected are treated with respect and compassion: Everyone involved in a
learning response should be treated respectfully. There should be a duty of care to
everyone involved in the patient safety incident and subsequent response, and
opportunities provided for open communication and support through the process.
Overlooking the relational elements of a learning response can lead to a breakdown of
trust between those involved (including patients, families, and healthcare staff) and the
organisation.

5. Guidance and clarity are provided: Patients, families, and healthcare staff can find the
processes that follow a patient safety incident confusing. Those outside the health
service, and even some within it, may not know what a patient safety incident is, why the
incident they were involved in is being investigated or what the learning response entails.
Patients, families, and healthcare staff can feel powerless and ill equipped for the
processes following a patient safety incident. Therefore, all communications and materials
need to clearly describe the process and its purpose, and not assume any prior
understanding.

6. Those affected are ‘heard’: Everyone affected by a patient safety incident should have
the opportunity to be listened to and share their experience. They will all have their
individual perspective on what happened, and each one is valid in building a
comprehensive picture to support learning. Importantly, the opportunity to be listened to is
also part of restoring trust and repairing relationships between organisations and staff,
patients, and families.

7. Approach is collaborative and open: An investigation process that is collaborative and
open with information, and provides answers, can reduce the chance of litigation and will
be used as a route for being heard. The decision to litigate is a difficult one. Organisations
must not assume that litigation is always about establishing blame — some feel it is the
only way to get answers to their questions.

8. Subjectivity is accepted: Everyone will experience the same incident in different ways.
No one truth should be prioritised over others. Engagement leads should ensure that
patients, families, and healthcare staff are all viewed as credible sources of information in

response to a patient safety incident.

Patient safety incident response plan
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9. Strive for equity: Organisations may differ from patients, families, and healthcare staff in
what they consider is the appropriate response to a patient safety incident. The
opportunity for learning should be weighed against the needs of those affected by the
incident. Engagement leads need to understand and seek information on the impact of
how they choose response types on those affected by incidents and be aware of the risk

of introducing inequity into the process of safety responses

Patient safety incident response plan
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Oversight and Monitoring

Here, we outline the specific governance structures that will support the implementation and

progression of PSIRF.

M e d | ca I Ad \ | SO r\’p‘ *0Oversight the on-going thematic analysis and triangulation of data to
ensure that our priority improvement programmes remain current and

CD mm |tte e responsive to any new or emerging themes and trends.

*0Oversight of the delivery of all priority improvement programmes
*Management of any risks associated with the delivery of priority
improvement programmes

*alignment of organisational resources to priority areas

Executive Group

*Maonitor progress of PSII, risk and other types of PSI reviews and safety
recommendations including support of the PSIRF priorities and their
improvement work.

Governance
Team
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