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Introduction

1. Listening to People: The NHS Wales Complaints, Incidents and Redress process
is the operational name for the framework that governs the reporting and
investigation of a concern, related to care provided or commissioned by the NHS in
Wales. The term “concerns” includes complaints and patient safety incidents and
redress where appropriate. This guidance is intended to be used as a reference
document by responsible bodies and should be read in conjunction with the NHS
Duty of Candour and NHS Duty of Quality.

2. The term “responsible body” means a Welsh NHS body, a primary care provider,
or an independent provider.

3. A “Welsh NHS body” means a Local Health Board (LHB), a National Health
Service Trust managing a hospital or other establishment or facility wholly or mainly
in Wales, or a Special Health Authority.

4. This guidance is intended to be used by responsible bodies to ensure their
processes meet regulatory requirements under the National Health Service
(Concerns, Complaints and Redress Arrangements) (Wales) Regulations 2011 (“the
Principal Regulations”), as amended (encompassing amendments made by the
National Health Service (Concerns, Complaints and Redress Arrangements) (Wales)
(Amendment) Regulations 2025 which come into force on 1 April 2026).

5. The Equality Act 2010" and Public Sector Equality Duty? (PSED) is foundational to
this guidance.

6. The processes described in this guidance together with the Principal Regulations
govern the way all responsible bodies consider and respond to people who raise a
concern in respect of services provided by or under arrangements with the NHS in
Wales.

7. There is separate published guidance aimed to explain to patients, service users,
their families and their advocates what rights have been provided to them under the
Principal Regulations and what is reasonable to expect from the NHS in response to
the raising of a concern.

8. This guidance explains the requirements under the Principal Regulations and their
underpinning principles, including to listen, act upon, understand, learn and
implement change from concerns, improving quality and safety in care delivery.

TEquality Act 2010
2 pyblic Sector Equality Duty [HTML] | GOV.WALES
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Listening to People: The NHS Wales Complaints,
Incidents and Redress Process 2026
Foreword by Jeremy Miles MS,

Cabinet Secretary for Health and
Social Care

Our healthcare system is based on the key
principle that people must be at the heart of

everything we do. When someone raises a

concern about their care, it provides the NHS \ _

with an opportunity to strengthen the safety ‘ o

and quality of services in response. A

Putting Things Right, the concerns, complaints and redress process for services
provided by or under arrangements with the NHS in Wales, was introduced in 2011.
It was designed to ensure people’s concerns were properly investigated, and that
when mistakes were made, lessons were learned. This was an ambitious step for

Wales — at the time, no other part of the UK had adopted such a proactive system of
redress.

In the 15 years since, many tens of thousands of people have been helped to raise
their concerns and to find a resolution.

However, we now know Putting Things Right hasn’t worked for everyone. People
have found the system overly legalistic; some feel it lacks empathy and
understanding, and that when faced with concerns, NHS organisations can be
defensive.

Following extensive work and a public consultation in 2024, we have reformed the
system to respond to these concerns and strengthen the complaints and redress
process. The Listening to People: NHS Wales Complaints, Incidents and Redress
process embeds a system which prioritises compassionate communication to ensure
everyone feels heard and supported. A culture of learning will help to ensure every
opportunity is taken to learn from concerns to prevent incidents recurring.

There is now an enhanced focus on early resolution in the first stage of the process,
where early resolution is considered appropriate. This includes a mandatory offer of
a listening discussion, where responsible bodies will take on board the experience of
the person raising a concern. The second stage includes an assessment of liability
and whether redress should be offered.

We know that raising a concern can feel distressing, so Listening to People puts an
emphasis on clear and compassionate communication. If any complex legal or
medical terminology is used, it will be properly explained. People raising concerns
will be actively offered advocacy and support services and will be kept informed of
the progress of the investigation and the likely timeframe for completing the
investigation.



Listening to People has been developed with NHS Wales, including patients, staff
and partner organisations. | am confident the result will be meaningful and positive
change for the people who use NHS services.

Together, we will continue building a system which puts people first and which is
always listening, learning, and improving.

Foreword by Chief Nursing Officer for Wales, Sue Tranka

| am proud to introduce this operational guidance for
Listening to People: NHS Wales Complaints, Incidents
and Redress process. This document represents a
significant step forward in strengthening how we
respond to concerns, learn from them, and improve the
quality and safety of care for people across Wales. It
has been developed with extensive input from
colleagues across health boards, trusts, primary care,
independent providers, legal and safeguarding experts,
and crucially the voices of patients, service users and
their families. My sincere thanks go to everyone who
has contributed.

The Listening to People process places compassion, clarity and accountability at the
heart of how concerns will now be handled. As professionals, we all recognise that
people raise concerns at moments of vulnerability and distress. How we respond -
our openness, our timeliness, our empathy - can shape their trust in the NHS for
years to come. This guidance provides the framework to ensure that our actions are
person-centred, consistent, and legally compliant, while also supporting you as staff
to deliver your responsibilities confidently and safely.

Implementing this strengthened approach will require commitment from every part of
the system. You play a vital role: whether you are the first point of contact for
someone raising a concern, a clinical leader responsible for ensuring proportionate
and effective investigation, or a manager overseeing governance, learning and
reporting. This guidance sets out clear expectations for early resolution, robust
investigation, and effective communication, reflecting the Duty of Candour and the
Duty of Quality. It also recognises the importance of supporting staff wellbeing,
providing appropriate training, fostering a culture where people feel safe to speak up
and that learning leads to meaningful improvement.

This is not simply a compliance exercise. It is a cultural commitment to ensuring that
every concern - whether large or small - is listened to with respect and used to
strengthen the system. It is about working collaboratively across organisational
boundaries, reducing harm, and embedding a just and open culture within every
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service. Patients and families deserve the assurance that the NHS in Wales
responds fairly, learns transparently, and acts where care falls short.

Crucially, this guidance also strengthens organisational and system assurance,
enabling NHS bodies to demonstrate to boards, regulators and the public that
concerns are handled consistently, learning is acted upon, and improvements are
monitored and sustained.

| know how hard staff work, often under significant pressure. This guidance is
designed to support you, equip you and make your work easier, not harder. By
applying it consistently, you will play a direct role in improving people’s experiences,
strengthening public confidence, preventing future harm and improving care.

Thank you for your continued professionalism, compassion and commitment to
listening and learning.

Sue Tranka, Chief Nursing Officer
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General Principles of Listening to People: The NHS
Wales Complaints, Incidents and Redress process

9. The aims of the Listening to People process are to:
e Enhance & improve safer care delivery through listening and acting
e Promote an open and just culture
¢ Increase transparency and trust
e Mitigate against future harm
e Support staff development and learning
o Meet legal duties and ethical standards

The People’s Pledge on NHS Wales Concerns

10. The People’s Pledge (Annex A) sets out a clear, public promise about how
people can expect their concerns to be listened to, taken seriously, and responded to
across NHS Wales. It explains in plain language the values of fairness, respect,
openness and timeliness that underpin the handling of concerns, and the rights
people have when raising them.

11. The Pledge is supported by the Principles and Standards discussed below,
aligning with the Principal Regulations. The Pledge provides practical guidance and
consistent standards that responsible bodies and staff must follow in their day-to-day
practice, ensuring the promise made to the public is delivered in a clear, accountable
and consistent way across all services.

The four principles of Listening to People

12. It is important to people raising concerns about care delivered and/or funded by
the NHS that the process for raising a concern is through a single simplified
accessible point e.g. email address, phone number, postal address or through face-
to-face representation. People can raise concerns in a variety of ways (see
regulation 11(1) (a) in writing; (b) electronically; or (c) verbally, either by telephone or
in person, to any member of the staff of the responsible body, the exercise of whose
functions is the subject of the concern), and they are able to select the method that is
most suitable to them. The responsibility for making this available and effectively
communicated resides with the responsible body where there is a clear expectation
to consider the accessibility needs of the entire population they serve, including
those who are digitally excluded.

13. The first principle of Listening to People is that people raising concerns are
actively listened to; are treated with respect, courtesy and in a compassionate
manner, and have their rights and options explained to them in a way that they can
understand and that is accessible to their specific needs.
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14. These rights and options include the right to appropriate advocacy and support
throughout the process and that this is actively considered and offered, free at the
point of access. In addition, people are made aware they can clearly state their
desired outcome and where appropriate, are offered this solution via a timely early
resolution.

15. The second principle is that concerns will be effectively investigated in a
proportionate manner, the timeframe for completion is discussed and communicated
at the start of the process, keeping people informed on progress and any delays, and
involving them in the investigation process where practicable. The results of this
investigation must be clearly communicated to the person who raised the concern in
writing, and using a language that can be easily understood, including explanations
of any complex medical or legal terms used.

16. The third principle is that organisations are under a duty to learn from these
concerns and report back. They must develop effective actions to prevent
reoccurrence. These actions must be shared with the people raising a concern.

17. The fourth principle is that the leaders of organisations must provide assurance
that the way in which the organisation handles every concern meets these regulatory
requirements effectively, and provides evidence of the learning undertaken. It also
demonstrates that actions are taken to strengthen the quality and safety of care
following the Listening to People process.

The Standards
1) Access, Support and Early Resolution

Responsible bodies must provide clear and accessible routes for raising concerns
with a single point of access. They must actively offer advocacy from the start of the
process and reasonable adjustments and language choice (Welsh/ English/ other).
Responsible bodies are required to demonstrate that where appropriate to the
concern, Early Resolution has been actively considered as the initial approach, while
ensuring that this does not restrict or delay access to a formal investigation when
necessary.

2) Respectful, Compassionate and a Person-Centred Approach

Responsible bodies must handle concerns in a respectful, compassionate way at all
stages, with the emphasis on person-centred communication and a culture of
openness and accountability. People involved in raising concerns are expected to be
respectful in their behaviour to staff listening to and investigating their concern.
Responsible bodies must offer people the opportunity of a listening discussion to
ensure that their concerns and wishes are considered throughout the process.

3) Clear Information, Communication and Updates
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Responsible bodies must clearly explain the concerns process and options available,
provide a named contact, communicate likely timescales, and give progress updates
if these change. Confidentiality and privacy must be maintained, and individuals
should be informed of any information sharing- requirements.

4) Timely, Fair and Evidence-Based Approach

Responsible bodies must assess and grade concerns accurately and manage them
proportionately within expected timescales. They must escalate matters where there
is serious risk of harm occurring. Responsible bodies must investigate concerns
fairly and without bias, ensuring decisions are evidence-based and where
appropriate, to jointly instruct a medical expert. The responsible body must ensure
that any exclusion of a concern on the grounds that it considers it to be vexatious or
frivolous is justified, proportionate and recorded.

5) Clear Outcomes, Meaningful Responses and Redress

Responsible bodies must provide a clear written response addressing each issue
raised, and offer an outcome meeting, explaining the findings and decisions. They
must offer apologies where appropriate and explain any remedial action to be taken.
If redress is being considered, signposting to funded legal support must be provided.

6) Learning, Improvement and Independent Scrutiny

Responsible bodies must identify learning from concerns and take action to improve
services in order to reduce future harm. They must report on themes and outcomes
and share these with the person raising the concern. A responsible body must
consider whether independent medical advice is needed during investigations and
where it determines that such advice is not needed in relation to a concern involving
the death of, or moderate or severe harm to a patient, the responsible body must
record its reasons for that determination.

7) Accountability, Transparency and Right to Review

Responsible bodies must be accountable for how concerns are handled and
maintain accurate records that comply with new requirements for annual reporting
and shared learning duties. Responsible bodies must clearly explain escalation and
review routes to the Public Services Ombudsman for Wales (PSOW).

Strategic and operational duties, oversight and local
arrangements

18. Under Part 2 of the Principal Regulations, all responsible bodies are required to
have a fully developed integrated approach for dealing with concerns that is
effectively led, responsive, and accountable to the needs of the population for which
it provides healthcare (regulation 7). It is also expected that the approach taken must
span all its services and service providers; whether these are NHS-delivered or
NHS-funded and provided by others. These arrangements must be published in a
variety of media and made available to the population served (regulation 5). There
should be one single point of contact for this system and adequate resources to
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ensure that the responsible body meets the 5 working day time frame for
acknowledging receipt of the notification of a concern (regulation 22).

19. There must be clear strategic and operational leadership and accountability.
Each responsible body must designate a person to be responsible for maintaining a
strategic overview of its operation of the arrangements under the Principal
regulations. Where the responsible body is a Welsh NHS body this person must be
one of its non-officer members or non-executive directors as appropriate (regulation
6 and part 8). This does not impact the Board's collective responsibility for concerns.
The expectation is that concerns are integrated into the organisation’s quality
management system and informs the board’s work around the Duty of Quality® and
that there is seamless integration with the Duty of Candour®.

20. Accountability sits with the Chief Executive Officer. The day-to-day overall
responsibility for the operation of these arrangements must be delegated to an
executive officer identified as the responsible officer (regulation 7).

The responsible officer is to be:

(a) in the case of a Welsh NHS body, a person who is an officer member or
executive director of that body, as appropriate

(b) in the case of any other responsible body, the person who acts as the
chief executive officer of that body; or, if there is none:

(i) the person who is the sole proprietor of the responsible body;

(i) where the responsible body is a partnership, a partner; or

(iii) in any other case, a director of the responsible body, or a person who is
responsible for managing the responsible body.

21. For hosted services the accountable officer and the responsible officer remain
the Chief Executive Officer (CEQO) and Responsible Officer of the responsible body
which hosts the service (i.e.) an all-Wales organisation hosted by a health board.

22. In the case of a Primary Care Provider this would be the Senior Responsible
Partner or sole proprietor and in the case of an independent provider the registered
provider or manager in accordance with the Independent Healthcare (Wales)
Regulations 2011°. They are both charged with ensuring the culture of the
organisation is one of openness and honesty towards people who have cause to
complain, and with ensuring a positive culture of reporting of, and learning from,
patient safety concerns is in place. They are also responsible for ensuring that their
organisation embeds and supports a ‘Just culture’® and the ‘Speaking Up Safely
Framework’” for all staff who work for them. This is achieved through effective

3 The Duty of Quality in healthcare | GOV.WALES

4The Duty of Candour Procedure (Wales) Regulations 2023
https://www.legislation.gov.uk/wsi/2023/274/contents/made

5The Independent Health Care (Wales) Regulations 2011
https://www.legislation.gov.uk/wsi/2011/734/contents/made

8 Just Culture in Healthcare https://www.justculture.healthcare/

7 NHS Wales speaking up safely framework https://www.gov.wales/nhs-wales-speaking-safely-framework
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strategic leadership to ensure that every member of an organisation adopts these
principles and behaviours and demonstrates this each and every time.

23. The Accountable Officer of the NHS body retains ultimate responsibility for
ensuring that compliance against the Principal Regulations and all items of
expenditure, for example, compensation claims, fall within the legal powers of the
Board.

24. There must be clear lines of operational leadership, accountability and reporting
within the organisation to support the organisation’s quality and safety arrangements,
specifically around the concerns process and with the subsequent learning-based
implemented actions to ensure the aim and focus is to improve patient and service
user experience.

25. It is also incumbent on responsible bodies to demonstrate through the existing
oversight arrangements with NHS Wales Performance and Improvement on behalf of
the Welsh Government, how the organisation effectively implements learning to
improve outcomes and strengthen the quality and safety of health care delivery.

26. The day-to-day handling and consideration of concerns to effectively meet the
requirements in the regulations and in this guidance may be delegated to the senior
investigations manager, as outlined in regulation 8.

27. Large organisations may assign this role to multiple people under different titles,
but policies should clearly identify who holds the responsibility. The designated
person’s job description must specify and fulfil all regulatory requirements as a
minimum.

28. The sufficiency of the resources made available to support these roles and to
meet the Standards, Principal Regulations and the guidance must be assessed and
be prioritised.

29. Every responsible body is required to develop an organisational development
and training strategy as part of their integrated approach. This strategy should
address the staffing levels, skills, and experience needed to effectively implement
the Listening to People process throughout the whole organisation, in accordance
with regulations 8 and 9.

30. Integrated approaches should centre on listening to concerns, responding
promptly, investigating proportionally, giving clear and compassionate feedback, and
enabling organisational learning. The approach should also specify how staff who
raise concerns are involved and this should be aligned to the “Speaking up Safely”
framework®.

8 Speaking up Safely: A Framework for the NHS in Wales
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31. It is also expected that responsible bodies make every effort to effectively
communicate and advertise the rights of people who wish to raise a concern
(regulation 5), how they find the local single point of access for concerns and what
support they are entitled to and how to gain that support (regulation 3).

32. It is essential that responsible bodies give careful consideration to ensuring that
there is equity of access for marginalised or seldom-heard groups within their local
population, and that there is active monitoring of this equity of access®. In addition,
organisations should be assured that people are equally able to raise a concern
regardless of any protected characteristic, and that there is active monitoring of this.
The responsible officer should be assured that concerns involving prejudice and
discrimination based on any protected characteristics have been investigated, and
that the investigation has led to appropriate learning and improvements made where
necessary

33. Organisations must ensure there is adequate oversight from the Board, and any
committees tasked with maintaining an overview of the feedback and experience of
those who have had cause to raise concerns. In addition, it should utilise both
quantitative and qualitative data to inform any improvement plans necessary. This
should form part of the annual report and periodic oversight reporting arrangements
of the board and relevant committees with NHS Wales Performance and
Improvement, Public Services Ombudsman for Wales and the Welsh Government.

34. Responsible bodies must have a written policy on the handling of concerns,
clinical negligence and personal injury compensation claims, approved by the Board
or duly authorised committee. The policy as a minimum must cover the points set out
in the Principal Regulations and this guidance and include any all-Wales related
guidance.

35. Responsible bodies must ensure that education and training plans are in place to
support staff in their organisation to be effective in their role in relation to these
arrangements. These policies must be clear and available to their staff and
information must be available to patients, service users and families.

36. There is an expectation that responsible bodies, in addition to the annual report
required under regulation 51 of the Principal Regulations, will consider how best to
report to their population improvements through the always on reporting process
they have already developed under the Duty of Quality'°.

9The Equality Act 2010 (Statutory Duties) (Wales) Regulations 2011
https://www.legislation.gov.uk/wsi/2011/1064
10 The Duty of Quality in healthcare | GOV.WALES
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The Approach: Stage 1 Listen and Act; Stage 2
Investigate, Respond and Learn

37. The Listening to People process consists of two stages. Stage 1: Listen and Act
focuses on early resolution and includes an offer for a listening discussion. This
discussion provides individuals with an opportunity to clearly express their concerns.
Stage 2: Investigate, Respond and Learn is the investigation phase, as set out in
regulation 23.

Putting people at the heart of the process

Stage 1 - Listen and Act

Listen

38. There is strong evidence that the way people are treated at the outset of raising
a concern can set the whole tone for a person’s experience of the concerns process,
their faith in the organisation and future relationships or interactions for healthcare
providers and people they care for. It is also important that those people feel listened
to and adequately understood if effective resolution of the issue is achievable.

39. The listening stage is crucial in identifying all aspects of the concern to establish
all the issues that need to be addressed. This stage includes the offer of advocacy
support, and a mandatory offer of an in-person listening discussion via telephone,
video call, or a face-to-face discussion. Responsible bodies are required to offer this
discussion, although participation is voluntary for the individual raising the concern. If
early resolution is pursued, it must be completed within 10 working days from the
date the concern is acknowledged by the responsible body. A 5 working day window
is given before this to allow for acknowledging receipt of the concern, during which it
should be considered if the Duty of Candour'! has been triggered.

40. The focus of the listening stage is to enable the individual, family, their advocate
or those close to the person/chosen family to detail the issues they are concerned
about and wish to be resolved.

41. This is, primarily, an information-gathering opportunity where active listening
skills, through the use of reflecting and paraphrasing, reinforces that the information
being given has been heard clearly and accurately. It also reinforces the information
and enables those listening an opportunity to absorb information more effectively. It
is the start of building an openness that creates a rapport, shows empathy and
provides the person with validation. It enables the person receiving the concern an
opportunity to ask questions for clarification of anything that is unclear, and enables
greater understanding of the person’s priority and the impact this has had on them to
understand what next steps may be necessary.

" The NHS Duty of Candour | GOV.WALES
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42. It is important during the listening discussion that the person is asked their
desired outcome from the Listening to People process. This may be difficult to
articulate initially, but with support can range from acknowledgement of the nature of
the concern having occurred with a sincere apology, to reparation steps. These
steps could be alternative treatment or care, or financial redress settlements. A
trauma-informed approach could be considered to help recognise and understand
people’s adverse and traumatic experiences.

43. Regardless of the desired outcome, many people specifically request that they
need to know this will not happen again to anyone else. It is important to ensure that
the desired resolution is clearly recorded in the appropriate management system.

44. Regulation 14(5) now expressly provides that a concern which is resolved during
the early resolution period is excluded from the scope of the investigation and
redress arrangements under regulations 23 to 48. This provision does not impose
any restriction on the types of concern that may be considered for early resolution,
and does not exclude concerns where harm is alleged or may be present. Had such
an exclusion been intended, it would have been stated expressly in the Principal
Regulations.

45. The amended regulation 22(1)(h) clarifies that an assessment of whether a
qualifying liability exists can only take place where an investigation under regulation
23 is undertaken and requires this to be communicated to the person notifying the
concern. This provision aims to ensure that this position is explained, is transparent
and that the informed consent of the person notifying the concern is obtained to
attempt early resolution. While, in practice, some cases will not be considered
appropriate for early resolution, it does not operate as a bar on the use of early
resolution where harm is alleged or considered that it may be present.

Act

46. Once the concern has been acknowledged not later than 5 working days after
the day of receipt and the offer of the listening discussion has occurred, it is
important that any possible opportunity to act is taken promptly.

47. This can be in the form of the early resolution of the concern, which attempts to
provide a solution or action that corrects the situation or provides a service that is
required to remedy the care need.

48. It is important that prompt fact-checking of what has occurred is undertaken to
ensure clarity of understanding around the cause of the concern. This is also to
ensure actions can be taken where possible to maximise the opportunity to reduce
reoccurrence and provide clear learning for the organisation and those involved.

49. Actions taken may include the arrangements to discuss information with
clinicians providing care or provide answers to questions about care or taking direct
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action to provide required care. There may also be immediate corrective actions
required.

50. It may be that the action required includes an apology to the person who has
raised the concern, or the individual to whom the care was delivered. It is understood
that the provision of an apology does not in itself indicate an acceptance of liability,
and should be seen as a reasonable and proportionate step early in the process.

Stage 2 - Investigate, Respond and Learn

Investigate

51. There is a requirement to apply a proportionate approach to the type and method
of investigation so that the concern can be thoroughly and efficiently investigated in a
timely way, at a suitable depth to reach a conclusion. This general requirement
means that responsible bodies should take a reasoned and balanced approach to
the investigation of concerns, remembering that not all issues will require the same
level of investigation. The handling of the concern needs to be sensitive to this and
dealt with appropriately and the person raising the concern must be kept informed of
the intended timeline and the progress or any delays.

52. If an investigation reveals that moderate or severe harm or death has occurred,
consideration is needed to assess whether the Duty of Candour'? has been
triggered. Additionally, all responsible bodies have a duty to assess whether the care
provided fell below the standard of care considered reasonable for the
circumstances of the clinical situation. If this is found to have occurred, then the
organisation must also consider whether the provision of care at that level is the
likely cause of the harm sustained. If both are considered to be present, NHS bodies
must also decide if an appropriate offer of redress should be made.

It should be noted that this duty to assess for qualifying liability only exists for
concerns subject to regulation 23, and is not applicable for those dealt with under the
early resolution stage.

Respond

53. It is imperative that the person raising the concern receives a full and timely
response to the investigation undertaken. This should be in any accessible manner
that they may have previously stated or agreed. There is also the requirement to
offer to go through the results of the investigation with the person to answer
questions and aid clarity and understanding in a proportionate way.

54. There are additional requirements to report the outcome of certain investigations,
both internally within the organisation and as laid out in the National Policy on
Patient Safety Incident Reporting & Management V2. 2023 to NHS Wales

'2The NHS Duty of Candour | GOV.WALES
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Performance and Improvement and Welsh Government.

Learn

55. There is an expressed duty placed on responsible bodies in the Principal
Regulations and Listening to People process to ensure that the identification of
learning from concerns and investigations are developed into effective actions to
reduce the likelihood of reoccurrence and future harm to others (regulation 49).

56. People raising concerns must also be informed of the actions being taken and,
where redress is considered, actions taken to prevent reoccurrence. Effective
organisational learning should be the central objective. Leadership, and the culture
that leaders develop and maintain, are critical to achieving this.

Notification, acknowledgement and grading of a concern

57. Responsible bodies need to ensure that active signposting and advertisement
exists, with consideration to accessibility needs and seldom-heard groups, to inform
people how to raise a concern. This should include the legal requirement of provision
for Welsh language, along with provision of community languages and accessible
formats for those who are sensory impaired or are neurodivergent, and those who
are digitally excluded.

58. There needs to be a single point of access for those raising a concern within a
responsible body, however, any member of staff approached can outline and explain
how a person can raise a concern about their care or that of a family member or
someone close to them.

59. Where a member of staff is approached directly rather than through the single
point of access, it is the responsibility of that member of staff to ensure the concern
is appropriately reported and managed; either by referral to the single point of
access, or through early resolution near to the point of service delivery. In all cases
the agreed process within the responsible body should be followed and accurate
records must be kept (regulation 11(2)).

60. It is important that individuals receiving care from NHS services are aware of
their rights to raise concerns about their experience. A concern can consist of any
expressed dispute or grievance requiring clarification or questions about care to be
answered, or formalised complaint, or patient safety incident notification, or a claim
for compensation.

61. Concerns may be raised with any member of staff of the responsible body. It is

essential that all staff understand how to receive, record, and respond to concerns in
line with the Principal Regulations, organisational policies and professional
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standards.

62. Concerns can be submitted in writing via letter or a designated concern form,
electronically, or verbally in person or by telephone or video link.

63. Where a concern is raised verbally, the following steps must be taken:

a. The concern must be formally documented by a member of the
concerns team or the designated staff member responsible for
managing concerns.

b. A copy of the written record of the concern must be provided to the
individual who raised it.

64. In accordance with regulation 3, consideration should be given to the individual's
previously specified method of communication. While it is necessary for the
responsible body to maintain a written record, the regulation allows the responsible
body to respect and adhere to the individual's expressed preferences regarding their
chosen method of communication.

65. If the concern is raised in Welsh, the written record must also be provided in
Welsh, in accordance with the Welsh Language Standards.

66. Staff must adhere to local policies and procedures on record keeping and
information governance at all times.

67. Effective record keeping is fundamental to the fair and thorough handling of
concerns. All records must be accurate, reflecting the facts clearly and truthfully;
complete, including all relevant details; understandable, written in plain language and
they must ensure language used is accessible and explained if complicated
terminology is necessary; and contemporaneous, recorded at the time of the event
or as soon as possible thereafter. Records should therefore comply with professional
standards and guidance issued by regulatory bodies.

68. Where the Duty of Candour applies under the Duty of Candour Procedure
(Wales) Regulations 2023, responsible bodies must maintain a comprehensive
written record for each notifiable adverse outcome.

69. Records should include the notification of the Duty of Candour; attempts made to
contact the service user or their representative; any decision by the service user or
representative not to engage with the candour process; and all documentation
relating to the investigation and review of the adverse outcome, including responses
or interim reports issued under regulations 24, 26, 31 and 33 of the Principal
Regulations.

70. Where a concern is assessed and found not to trigger the Duty of Candour, it is

required practice to document the rationale for this decision. This supports quality
assurance and governance, organisational learning and service improvement, and
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compliance with reporting obligations under the Health and Social Care (Quality and
Engagement) (Wales) Act 2020, as outlined in Chapter 4 of the Duty of Candour
statutory guidance.3

71. It is anticipated that the Once for Wales Concerns Management system will be
the primary system used for the reporting and recording of all concerns and patient
safety incidents. However, for primary care providers or the independent sector there
may be other systems being utilised. Staff must ensure that entries into the system
are timely, accurate, and reflective of the full scope of the concern and any actions
taken.

Who can raise a concern

72. Aimost anyone may raise a concern, and the responsible body has a statutory
duty to consider whether the concern can be investigated. However, it may not
always be possible to share full details of any subsequent investigation with the
individual who raised the concern, particularly where they are not the patient or
appointed representative, as this could breach the requirements of the UK General
Data Protection Regulation (UK GDPR). See also section on Investigation Pathway
and Consent.

73. Under regulation 12 of the Principal Regulations, concerns may be raised by a
range of individuals. These include:

e a service user or patient who is receiving or has received services from a
responsible body.

e individuals affected or likely to be affected by the actions, errors, or
decisions of the responsible body.

o staff members of responsible bodies.

e independent members of a responsible body, such as non-executive
directors or non-officers.

e partners, for example, a partner in a GP practice; and

e representatives acting on behalf of a person who is unable to raise a
concern themselves, such as a young child or someone who lacks
capacity, or where the person wishes to be represented by another person

e a representative acting on behalf of someone who has died.

74. Where a representative acts on behalf of another person, such as a child or
someone who lacks capacity, the responsible body must consider whether the
representative is suitable to act in that capacity.

75. If there are reasonable grounds to conclude that the representative is not acting
in the best interests of the service user, this decision must be communicated to them
in writing with due consideration of the Principal Regulations. Even where a

3 duty-of-candour-statutory-guidance.pdf

22


https://www.gov.wales/sites/default/files/publications/2023-03/duty-of-candour-statutory-guidance.pdf

representative is deemed unsuitable, the responsible body may still decide to
investigate the concern, particularly where safeguarding issues are identified. In
such cases, there is no obligation to provide a detailed response to the individual
who raised the concern unless it is reasonable to do so and after consideration of
whether regulation 24 A applies (see Safeqguarding section).

Prisoners who raise concerns

76. Prisoners in Wales are entitled to the same quality and range of healthcare
services as those available to the public through NHS Wales. When a prisoner raises
a concern about their healthcare, the responsible body must manage and investigate
the concern in accordance with the same procedures applied to all other individuals
under the Principal Regulations.

77. Prisoners also have the right to access independent advocacy services provided
by Llais (Citizen Voice Body), which has a duty to offer free, confidential support to
help these individuals raise concerns about health and social care services. This
advocacy support does not affect or limit a prisoner’s right to raise a concern at any
stage with the Independent Monitoring Board, which operates independently to
monitor fairness and respect for those in custody.

Matters Excluded from Consideration Under the Arrangements

78. Under regulation 14 certain matters are outside the scope of the arrangements
for handling and investigating concerns under the Principal Regulations. Staff must
ensure these exclusions are applied consistently, fairly and communicated clearly to
individuals raising concerns in a manner that is both empathetic and compassionate.

79. The following matters must not be considered under arrangements made under
the Principal Regulations:

e Primary Care Provider Contractual Issues: concerns raised by a primary care
provider that relate to the terms of its contract or arrangements for providing
primary care services.

e Employment Matters: concerns raised by staff members of a responsible body
that relate to their own contract of employment.

e Matters Investigated by the Public Services Ombudsman for Wales: concerns
that are currently being, or have already been, investigated by the
Ombudsman, unless the Ombudsman recommends that the responsible body
offers redress under Part 6 (regulation 27) of the Principal Regulations. In
such cases, further investigation may only occur to determine whether a
qualifying liability exists and to implement the Ombudsman’s
recommendations.

e Freedom of Information requests: concerns arising from an alleged failure to
comply with a request for information under the Freedom of Information Act
2000.
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¢ Disciplinary proceedings: any disciplinary action being taken or proposed by a
responsible body because of, or arising from, the investigation of a concern.

e Duplicate or previously resolved concerns: concerns that are the same as a
previously notified and resolved concern, unless the responsible body
considers it reasonable to reopen the matter.

e Previously considered matters: concerns that have already been considered
under the Principal Regulations, or under any previous concerns procedure in
place before 1 April 2011.

e Vexatious or frivolous concerns: concerns deemed to be without merit or
intended to cause disruption.

e Matters subject to civil proceedings: concerns that are, or become, the subject
of civil proceedings, including the pre-action stage.

e Individual Patient Treatment Requests: concerns relating to decisions about
individual patient treatment funding requests are excluded from consideration.
The care or treatment delivered, about which the Individual Patient Funding
Request application was made should still be considered. Please refer to the
All-Wales Individual Patient Funding Request policy'*.

e Concerns outside Health Education and Improvement Wales's (HEIW) scope:
Where the responsible body is HEIW, any concern that does not relate to the
provision of healthcare by that body.

e Concerns that are raised that are outside of the time limit for notification
(regulation 15).

80. If a concern falls within these exclusions as described in regulation 14, the
responsible body must notify the person who raised the concern in writing as soon
as reasonably practicable, explaining the decision and the reasons for it. Where part
of a concern is excluded but other elements are not, the remaining issues should still
be considered under the arrangements.

Time Limit for Notification of Concerns

81. Under the Principal Regulations, concerns should normally be raised within 12
months of the date on which the matter occurred or, if later, the date on which the
person became aware of the issue. This timeframe helps ensure that investigations
can be carried out effectively while evidence remains available and recollections are
reliable.

82. The regulations allow flexibility where there are good reasons for delay in
notifying a responsible body of a concern. This is at the discretion of the responsible
body. If the person raising the concern can demonstrate valid reasons for not doing
so within 12 months, and it is still possible to investigate fairly and effectively, the
responsible body may accept the concern outside this period. In these cases, the
responsible body should explain to the person raising the concern that the
investigation may be limited by the availability of evidence, particularly where

4 Individual Patient Funding Requests (IPFR) - NHS Wales Joint Commissioning Committee
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significant time has passed, or key staff have left the organisation. This should be
communicated sensitively and documented appropriately.

83. In practice, there is normally an absolute limit of three years from the date of the
incident or the date from which the patient became aware, whichever is later. The
decision is for the responsible body to consider if it is satisfied that the patient had
good reason for not notifying within the time frame in regulation 15 and that the
concern can still be investigated effectively and fairly. Concerns raised beyond this
period will not usually be considered under the arrangements made under the
Principal Regulations. Staff must ensure that decisions on time limits are applied
consistently, recorded clearly, and communicated in writing, including the reasons for
accepting or rejecting a late notification.

Withdrawal of concerns

84. Whilst people are able to withdraw their concern at any time in the process, it
remains the duty of the responsible body to assess whether investigation of the
concern remains appropriate to ensure legitimate learning or prevention of future
harm to others or to meet statutory duties under criminal law or safeguarding
legislation.

85. If the decision is taken to continue the investigation there is no duty under the
regulations to notify the person who raised the concern of the outcome of the
investigation. It is important however that the body confirms, in writing, with the
person who is withdrawing the concern.

Concerns that are vexatious or frivolous

86. All concerns should be handled fairly and transparently. However, some
concerns may be considered vexatious or frivolous. Examples of what is meant by
vexatious or frivolous concerns may be abusive, unreasonable or persistent
behaviours placing excessive demands on staff.

87. These include cases where the matter which has already been investigated is
resubmitted without new evidence, where the concern is oppressive or there is
perceived abuse of the process, or where it is fanciful or lacks any identifiable details
such as the person, their contact details or any reference to the person affected.
Such concerns can place significant strain on resources and staff wellbeing, so a
structured approach is essential in managing these concerns.

88. The person raising the concern may remain dissatisfied for various reasons,
including perceived lack of transparency, delays in response, or unrealistic
expectations of outcomes. To reduce escalation, staff should communicate clearly,
manage expectations early, and explain what can and cannot be achieved.
Demonstrating how learning has been used can also help restore trust.
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89. When dealing with persistent or abusive behaviour, staff should remain
professional and empathetic while ensuring their own safety. All interactions must be
documented. A staged approach is recommended. It is also important to recognise
that strong emotions are often present, such as frustration, anger and upset. These
emotions are acceptable, and do not, in themselves, constitute reasons for exclusion
of a concern from the scope of arrangements made under the Principal Regulations.

90. Any restrictions must be proportionate, clearly communicated, and regularly
reviewed. Regulation 14(1)(ha) now allows for a responsible body to exclude a
concern that is vexatious or frivolous from investigation. However, the responsible
body must demonstrate that they have reached their decision not to investigate after
careful consideration.

91. Staff psychological welfare is an absolute priority. Repeated or aggressive
concerns can cause stress and burnout, so managers should ensure access to
Occupational Health, counselling, and peer support. Additionally, where people use
social media to continue their focus negatively on individual staff, organisations
should consider referring matters to the police or seeking legal advice. Regular
check-ins, stress risk assessments, and resilience training should be in place,
alongside safe spaces for staff to debrief. Leaders play a key role in fostering a
supportive culture and ensuring staff feel protected and valued.

92. The overarching principles are fairness, proportionality, and safety. All concerns
should initially be considered on their merits, and restrictions should only be applied
as a last resort. Protecting staff from harm, including psychological stress, is as
important as maintaining a fair and transparent concerns process.

93. Staged Approach to dealing with vexatious or frivolous concerns:

1) Issue a warning letter outlining concerns and expected behaviour

2) Consider restricting contact to a single point of contact or written
communication only

3) If issues persist, and, in cases of threats or harassment, escalate to legal or
security teams or the police liaison team

4) Record all interactions and decisions clearly.

5) Access support, for example through HR or occupational health, counselling,
resilience training and regular check-ins.

Grading Concerns

94. This guidance integrates the All-Wales harm definitions and NHS Wales National
Policy on Patient Safety Incident Reporting & Management (v2. 2023) and ensures
consistency across harm grading, escalation, Once for Wales Concerns
Management system and the statutory guidance for Duty of Candour.
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95. Grading concerns is a critical part of the process for determining the appropriate
level of proportionate investigation, prioritising resources, and ensuring consistency
in approach across the NHS in Wales. Whilst NHS Wales works to establish broader
guidance to support concern grading across the NHS in Wales, the following
principles are to be followed.

96. Responsible bodies are encouraged to explore with the person raising the
concern how resolution is best achieved, taking into account the nature of the
concern raised, and where appropriate, signposting to alternative methods for
resolution such as registering an enquiry, referral to the Patient Liaison Services
(PALS), providing experience through people’s experience data capture, and or
providing more bespoke feedback via digital story capture. Regulation 23 (1) makes
specific provision to consider whether the concern may be capable of resolution by
alternative dispute resolution. Responsible bodies could therefore consider
approaches such as mediation.

97. Where alternative processes have been explained but the person still wishes to
raise a formal concern, responsible bodies must consider whether Stage 1 or 2 is the
most appropriate. If early resolution is pursued, it must be completed within 10
working days from the date the concern is acknowledged by the responsible body,
meaning that more complex concerns which require a greater degree of investigation
are more likely to be appropriate as Stage 2 from the start. However, the intention is
that early resolution is attempted first before moving to stage 2 where that is possible
to achieve and concerns involving alleged or potential harm may be considered for
early resolution, where appropriate.

98. Any time utilised during Stage 1 will be deducted from any subsequent response
timeframe set in Stage 2.. The following principles are provided to help the initial
assessment of grading.

Principles of Grading
99. The grading process is guided by the following principles:

e The understanding of the nature of the concern, how it was notified and
whether there are any statutory responsibilities to report the matter that is the
subject of the concern.

¢ Whether the concern represents a matter that may incur external coverage or
have wider sensitivities.

e Whether harm has occurred or is alleged. This must be dynamically applied
throughout the process.

e The severity of that reported harm using the NHS Wales existing harm
categorisations — harm must be assessed dynamically throughout the process
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of investigation and consideration of whether the Duty of Candour trigger
threshold has been reached.

The potential for the presence of qualifying liability should be considered and
where it is found to be present or likely to be present, further consideration as
to whether a redress offer should be made (whether that offer would likely
exceed the £50,000 redress threshold).

Concerns may span multiple domains or organisations and should be coded
accordingly.

Multiple lower graded concerns may be indicative of evolving strategic risks
and warrant consideration of investigation in a cluster approach to prevent the
likelihood of harm occurring in the future.

Consideration of whether the concern identifies or suggests discriminatory or
criminal behaviour or imminent or actual ongoing harm to an adult or child at

risk.

100. These principles should be considered in keeping with the requirements under
regulation 23 (1) of the Principal Regulations that responsible bodies must
investigate the matter raised in the notification of a concern in a manner which

appears to the body to be most appropriate to reach a conclusion in respect of those

matters thoroughly, speedily and efficiently. Regulation 23 (1) sets out the
considerations responsible bodies must have particular regard to.

Harm Grading Framework'®

Grade

Examples of Concerns

Grade 1 — None

« Delay without clinical impact; fall with no injury; admin
error corrected with no effect

Grade 2 — Low

* Minor treatment delays
» Short increase in length of stay (1-3 days)
* Minor injury requiring simple treatment

Grade 3 — Moderate

Grade 4 — Severe

Grade 5 — Death

» Avoidable injury requiring intervention

* Readmission or return to surgery

* Transfer to higher acuity resulting intervention to save life
* RIDDOR reportable incident

* Permanent harm or disability or function loss:
» Extended hospital stay (>15 days) with permanent sequalae
» Significant breach of national standards

* Avoidable death or care contributing;
maternal/perinatal/infant death

* Gross failure to meet standards

* Irreversible health effects

18 duty-of-candour-annex-b.pdf
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Independent investigation

101. /Independence refers to the objective, impartial, and unbiased involvement
of individuals in the investigation of concerns, especially those involving moderate,
severe harm or death. Independence ensures that the investigation is not unduly
influenced by those directly involved in the care or management of the patient or
service in question.

102. In line with regulation 23, responsible bodies must have particular regard to
whether independent medical or other advice is required to support the investigation
of the concern. This may be clinical, medical, nursing or therapy or similar expertise
from a suitably qualified trained person within the same organisation but in a different
service who is not directly involved in the delivery of that care being investigated.
They should have no conflicts of interest through direct involvement, to aid a review
of the evidence obtained, help form or challenge or reach conclusions.

103. Alternatively, where this is not possible as such a person doesn'’t exist or it is
considered not appropriate due to the seriousness of the concern or allegation, they
may be sourced from another organisation such as another health board or royal
college or external expertise from a list of clinical experts where the selected
individual is commissioned to provide clinical opinions that then may assist the
person leading the investigation in reaching their conclusion whilst providing
independent medical advice.

104. The determination of what level of advice, if any, is required is to be decided by
the responsible body but they must record their reason for deciding not to seek
independent advice. It is good practice to record the reasoning for all decisions in
this regard. This ensures accountability and allows for scrutiny of whether the
investigation was sulfficiently robust.

105. The Principal Regulations do not include a right for an individual to insist on or
force a responsible body to seek independent medical advice for the purposes of
investigating the concern.

National Reporting & Escalation
106. Apply five National Reportable Incidents (NRI) principles:

1) Must reports — Never Events; suspected mental health homicide; suspected
suicide/self-inflicted death in any clinical setting or during authorised/agreed
leave, following recent planned discharge, or following unplanned
leave/discharge; maternal, perinatal and infant deaths.

2) Outcome/harm — report if severe harm/death is assessed or suspected within
7 working days (downgrade later if appropriate).
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3) Numbers affected — consider national reporting for large-scale impact (e.g.,
screening, IT failure, service disruption).

4) Learning opportunities — consider near-miss/no- or low-harm incidents that
offer national learning.

5) Joint decision-making — involve partners early for joint investigations.

e EWN (Early Warning Notification) is separate from NRI; It is a rapid alert used
to flag serious safety concerns so that immediate action and organisational
learning can occur, and should be completed where applicable.

e Use once for Wales concerns management system for all incidents; use YCFF
or similar for NRIs to support contributory factor analysis and cross-cutting
themes.

e Duty of Candour triggers where unintended/unexpected moderate or greater
harm (or death) occurred, and provision of healthcare was or could have been
a factor.

e For deaths, align with Medical Examiner/HM Coroner processes.

Concerns of imminent or ongoing harm

107. When a concern indicates that harm is imminent, deliberate, or ongoing, or
where there is any suspicion of abuse or neglect, the response must be immediate
and prioritise safeguarding. Under the Social Services and Well-being (Wales) Act
2014, all health organisations and practitioners have a legal duty to act to protect
adults and children at risk. This duty is reinforced by the statutory guidance Working
Together to Safeguard People and the Wales Safeguarding Procedures, which set
out the essential roles and responsibilities for practitioners in protecting those at risk
of harm.

108. The statutory duties under the Act above include an overarching duty for the
well-being of people who need care and support which includes rapid recognition
and escalation to protect them from abuse and neglect. Any member of staff who
becomes aware of a concern suggesting imminent or ongoing harm must treat it as a
safeguarding matter and escalate it without delay. Immediate actions include
ensuring the person is safe, alerting the local safeguarding hub or lead (or Multi-
Agency Safeguarding Hub where established), and considering whether the situation
warrants an urgent referral to the police. Where there is any indication of criminal
behaviour—such as physical or sexual abuse, wilful neglect, or serious assault—
contact with the police should occur promptly and in parallel with safeguarding
referrals. The duty to report safeguarding concerns to the local authority (children
and adults) and to cooperate in multi-agency decision making remains independent
of the Listening to People process and Listening to People actions must not interfere
with those safeguarding processes.

109. These steps should not be taken in isolation. Discussions with senior clinical
leaders and the organisation’s safeguarding lead should occur at the earliest
opportunity to confirm the risk assessment and ensure that referral processes are
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followed correctly and swiftly. Organisations must provide clear local guidance and
accessible contact details for safeguarding teams, out-of-hours arrangements, and
escalation routes. Staff should be supported and empowered to act decisively, with
assurance that safeguarding responsibilities override internal procedural delays.
Where a safeguarding referral or criminal investigation is initiated, the Listening to
People process must adapt to avoid compromising those external processes. Under
new regulation 24A of the Principal Regulations, that came into force on 1 April 2026,
organisations may suspend early resolution or investigation activities when a
safeguarding enquiry or criminal investigation is underway.

110. This decision should be made in consultation with the safeguarding hub lead or
the lead police investigator to ensure that evidence is preserved and that no action
undermines statutory investigations. The responsible officer must document the
decision, rationale, and review arrangements, and notify the person who raised the
concern in line with regulation 24A requirements.

111. Throughout this process, organisations must maintain senior leadership
oversight. Systems should be in place to alert executive or designated senior officers
whenever a concern involves imminent or ongoing harm. This ensures accountability,
provides governance assurance, and enables rapid mobilisation of organisational
resources to protect individuals at risk. Regular reviews of suspended Listening to
People cases should be scheduled, and communication with the notifier should
continue, balancing openness with the need to avoid prejudicing safeguarding or
criminal proceedings. If a police investigation is dropped, then the early resolution
procedure or investigation under the Listening to People process may be restarted.

112. Finally, organisational policy must embed these principles within local
safeguarding frameworks, ensuring alignment with statutory duties under the Social
Services and Well-being (Wales) Act 2014, the Wales Safeguarding Procedures, and
the Principal Regulations. Staff training, clear escalation pathways, and robust
governance arrangements are essential to ensure that every practitioner can act
promptly and lawfully when faced with concerns of imminent or ongoing harm.

Implementing Regulation 24A: Guidance for Suspending Early
Resolution or Investigation

113. This part of the guidance sets out how responsible bodies should implement
new regulation 24A of the Principal Regulations. Regulation 24A introduces a
statutory power to suspend the early resolution procedure or an investigation where
a safeguarding enquiry, criminal investigation, or criminal proceedings are underway
in relation to the same matter. The aim is to protect the integrity of statutory
safeguarding and criminal processes while maintaining transparency and patient
safety obligations.

114. The legal foundation for this process is clear: Regulation 24A (1)- (7) permits
suspension for as long as necessary to allow completion of safeguarding or criminal
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processes, provided the responsible body considers this proportionate. It also
imposes duties to notify the person who raised the concern within two working days
of becoming aware of the external process, and to avoid disclosing information that
could prejudice investigations or breach legal restrictions. These provisions sit
alongside the general principles in regulation 3, which require concerns to be
handled openly, efficiently, and with respect for those raising them, and the Duty of
Candour.

115. This guidance also aligns with the NHS Wales National Policy on Patient Safety
Incident Reporting (v2.0), which mandates timely reporting of incidents through the
Once for Wales concerns management system, early identification of Nationally
Reportable Incidents (NRIs), and integration with safeguarding and Duty of Candour
processes. Furthermore, it reflects Welsh Government safeguarding guidance under
the Working Together to Safeguard People framework, including Volume 6, for
adults at risk Volume 5 for children at risk (Social Services and Well-being (Wales)
Act 2014,) and sections 126 for adults and 130 for children).

When to Consider Suspension

116. Suspension should be considered as soon as the responsible body becomes
aware that the concern relates to a matter subject to a local authority safeguarding
enquiry, a criminal investigation, or criminal proceedings. Awareness may arise
through strategy discussion/meeting invitation or referral acceptance from the local
authority/MASH or through formal notifications such as a Section 47 (Children Act
1989) enquiry for a child, an adult safeguarding strategy meeting under the Social
Services and Well-being (Wales) Act 2014, or direct communication from the police
or Crown Prosecution Service notifying that a criminal investigation has commenced,
or CPS/prosecution communications indicating criminal proceedings.

117. The decision to suspend must be based on necessity and proportionality.
Regulation 24A(2) requires the suspension to last only as long as needed to avoid
prejudicing external processes. Before deciding, the responsible body must consult
with the agencies leading those processes and take account of any requests to
suspend or consent to proceed (regulation 24A(3)). This ensures that the
responsible body neither obstructs safeguarding nor compromises criminal
investigations.

Practical Application and Process

118. On receipt of a concern, the responsible body should first take immediate steps
to ensure patient safety and record the incident in Once for Wales Concerns
Management System, considering whether it meets the threshold for NRI reporting
within seven working days. If safeguarding or criminal issues are suspected, referrals
must be made promptly to the local authority or police in line with statutory duties.
Once confirmation of an external process is received, the Responsible Officer or
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their delegated deputy should review whether early resolution or investigation should
be paused. This decision must be documented, including the rationale, scope of
suspension, and review dates.

119. Written notice of suspension must be sent to the person who raised the concern
not later than two working days after the day the responsible body becomes aware of
the external process, using clear language that explains the reason for suspension
without disclosing sensitive details that could prejudice proceedings. During the
suspension, the organisation should maintain holding updates and continue to meet
its Duty of Candour obligations as far as legally permissible, coordinating with
safeguarding and law enforcement agencies to avoid prejudicing their work.

120. The suspension should be reviewed regularly. It is good practice to review at
least every 30 days or sooner if circumstances change. Once safeguarding or
criminal agencies confirm that continuation will not interfere with their processes, the
responsible body should promptly resume early resolution or proceed to a regulation
23 investigation. All actions, communications, and decisions must be logged in the
Once of Wales concerns management system for governance and assurance
purposes and reported through existing “Listening to People” monitoring and annual
reporting requirements.

Concerns involving primary care

121. Concerns regarding services provided by primary care providers (PCPs) under
NHS arrangements should, in most cases, be directed initially to the provider
responsible for delivering the care. This approach enables the provider to:

e Conduct a listening discussion to understand the nature and context of the
concern.

e Triage the concern as appropriate
e Offer early resolution, including an apology where appropriate.

e Maintain continuity of care and ensure timely and satisfactory resolution for
the patient or service user.

122. Where the concern is resolved to the satisfaction of the individual, the provider
must:

e Document the outcome accurately.
e Provide a written summary to the person who raised the concern.

¢ Include the concern in their annual report to the LHB; immediate notification to
the LHB is not required unless resolution is unsuccessful.
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123. If the individual remains dissatisfied or early resolution is deemed inappropriate,
the provider must escalate the matter to the LHB, detailing all resolution attempts so
that the LHB can adequately determine whether or not it is appropriate for the
Primary Care Provider or the LHB to investigate the concern. If the Primary Care
Provider has issued a response in accordance with regulation 24 or the person does
not consent to the LHB investigating the concern, the LHB must not investigate. This
process is governed by Regulation 20.

Concerns regarding services provided by independent providers (IPs)
under arrangements with a Welsh NHS Body

124. Concerns regarding services provided by IPs under NHS arrangements should,
in most cases, be directed initially to the provider responsible for delivering the care.
This approach enables the provider to:

e Conduct a listening discussion to understand the nature and context of the
concern.

e Triage the concern as appropriate
e Offer early resolution, including an apology where appropriate.

e Maintain continuity of care and ensure timely and satisfactory resolution for
the patient or service user.

125. Where the concern is resolved to the satisfaction of the individual, the provider
must:

e Document the outcome accurately.
e Provide a written summary to the person who raised the concern.

¢ Include the concern in their annual report to the LHB with whom they have
arrangements to provide care under the NHS, immediate notification to the
LHB is not required unless resolution is unsuccessful.

126. If the individual remains dissatisfied or early resolution is deemed inappropriate,
the provider must escalate the matter to the LHB , detailing all resolution attempts
and, in partnership, the concern will be investigated under regulation 24.

Exceptional Circumstances

127. In rare and sensitive cases, it may be inappropriate for the concern to be raised
directly with the Primary Care Provider or Independent Provider. These include
situations involving:

e Allegations of serious misconduct or poor care.

e Safeguarding concerns or potential criminal matters.
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e Risks that the provider-led investigation may compromise the integrity of the
process.

128. In such cases, the concern should be notified directly to the LHB, which will:
e Offer a listening discussion to understand the concern.
e Decide within five working days who will lead the investigation in line with
usual processes
e Inform the individual and the provider (unless contraindicated) of the decision.

Early resolution may still be possible if the LHB shares the concern with the primary
care provider, as outlined in regulation 19.

Investigation Pathway and Consent

129. If the LHB determines it is appropriate to investigate the concern, it must:
e Verify whether early resolution or a listening discussion has already occurred.

e Obtain consent'® to share the concern with the provider unless doing so would
prejudice the investigation.

130. If consent is withheld and the concern does not meet the criteria for exceptional
circumstances, the LHB cannot proceed with the investigation. This ensures fairness
and transparency, as providers must be aware of concerns raised about them.

131. Concerns already investigated by the primary care provider and subject to an
interim report under regulation 24 cannot be reinvestigated by the LHB. In such
cases, the individual should be directed to the Public Services Ombudsman for
Wales.

Decision Communication and Rights

132. When the LHB decides a primary care provider is best placed to investigate:

e Both the individual and the provider must be informed of the decision and its
rationale.

e The individual must be advised of their right to escalate the matter to the
Public Services Ombudsman for Wales if dissatisfied.

133. The provider must then manage the concern in accordance with the Principal
Regulations (regulations 19 and 20). Most concerns should be resolved through
early resolution or, if necessary, stage 2 investigation, led by the provider. This may
require support and advice from the LHB concerns teams. This investigation cannot
include the assessment for qualifying liability as redress is not applicable to a non-

8 Consent in this context need only document the verbal agreement of the person to whom the concern
relates to share the relevant information.
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Welsh NHS body.

Concerns involving other responsible bodies

134. Handling of concerns involving more than one responsible body is detailed in
regulation 17 of the Principal Regulations. These may include:

e LHBs, NHS Trusts

e Primary Care Providers (PCPs)

Independent Providers (IPs) and

e cross-border NHS bodies in England, Scotland, or Northern Ireland.

135. The principles of openness, mutual cooperation and maintaining the patient and
their need at the centre of the process remain paramount and take priority over
organisational process, reputation or boundaries. It is important people raising
concerns do not feel that they are being passed on between one organisation or
department to another.

136. The responsibility to manage the concern is held equally between each of the
NHS bodies listed in the concern. The lessons learned from recent and historical
PSOW and Coroner cases are that joined up approaches are essential to protect
people, promote a compassionate safety culture and must never be overshadowed
by organisational processes, gaps in provision or a focus on reputational impact.
Organisations can mutually agree a lead organisation if appropriate.

137. It is considered good practice when setting contractual terms with providers to
include clarity on roles and responsibilities under the Principal Regulations (as
amended).

Initial Identification and Action

138. When a concern is received, the organisation that first becomes aware of it
must act promptly. Within two working days, the concern should be reviewed to
determine whether another responsible body is involved. The person raising the
concern must be informed that other organisations may need to be engaged, and
their consent should be sought to share the concern with those bodies. Once
consent is obtained, the second responsible body must be notified within two
working days, and coordination should begin immediately to agree on roles and
responsibilities.

Coordination and Lead Designation

139. All responsible bodies involved must work together to establish a clear
framework for managing the concern. This includes designating the leading
organisation responsible for coordinating the investigation and communication,
identifying a primary contact to provide updates to the person raising the concern,
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and agreeing on a joint response that incorporates input from all responsible bodies.
Information sharing should proceed under the consent initially obtained, with no
further consent required under UK GDPR. Representation from all relevant
responsible bodies should be ensured at Listening discussions and other
discussions. If no agreement on whom the leading organisation should be reached,
the organisation first contacted will assume this role by default.

Listening discussion

140. The lead organisation must offer a listening discussion to the person raising the
concern. Representatives from other responsible bodies should be invited, subject to
consent from the person who has raised the concern. The purpose of this meeting is
to clarify the full scope of the concern, understand the desired resolution, and ensure
that all details are accurately recorded. Accessibility and advocacy support must be
provided as required.

Investigation and Response

141. Each responsible body is responsible for conducting a proportionate
investigation into the aspects of the concern that relate to its services. Findings,
actions taken, and any considerations for redress must be shared with the lead
organisation. A joint response should then be prepared, summarising the concern,
outlining findings from each responsible body, detailing actions taken to prevent
recurrence, and including an apology and explanation. The lead organisation must
issue this joint response within statutory timeframes—normally 30 working days for
concerns being dealt with through the complaints pathway, or up to 120 working
days where Qualifying Liability is being assessed (concerns subject to regulation 26,
33, 40 and 48). The lead responsible body should offer a follow-up meeting to
discuss the outcome under regulations 26(j) and 24(h).

Communication and Updates

142. The lead organisation is responsible for providing regular updates to the person
raising the concern, supported by timely input from all responsible bodies. All
communication should be compassionate, accessible, and delivered in the person’s
preferred format and language.

Learning and Reporting

143. Each responsible body must review the concern and its outcome to identify
learning and implement improvement actions. Lessons learned should be monitored,
shared internally and externally, and reflected in annual reports and quality
management systems. Board-level oversight and strategic accountability are
essential to ensure continuous improvement.

Escalation and Disputes

144. If the person raising the concern remains dissatisfied with the joint response,
they must be informed of their right to escalate the matter to the PSOW. Where the
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concern involves Welsh language issues, they may also contact the Welsh
Language Commissioner.

Contractual and Cross-Border Considerations

145. Where care is commissioned from other NHS bodies or independent providers,
it is good practice for contracts to include clauses requiring cooperation under the
Listening to People process and the Principal Regulations. Cross-border
arrangements must respect the legal frameworks of other UK nations while
upholding the principles of equity and access to redress for Welsh patients.

Communication with patients, service users and their families

146. NHS professionals should approach every interaction with dignity, respect, and
sensitivity, recognising the emotional impact that raising a concern can have on
individuals and their families.

147. Compassionate communication begins with active listening—allowing people to
share their experience without interruption, acknowledging their feelings, and
validating their perspective. The use of clear, jargon-free language, checking their
understanding regularly, providing explanations for medical or legal terms as
required (regulation 3(1) (ja)). Always confirm the person’s preferred communication
method and any accessibility needs, including language preferences such as Welsh,
and ensure these are met (regulation 22(4)(f)).

148. Provide an active offer of advocacy and support services, including Llais or
where redress is being considered offer access to funded legal advice.

149. Demonstrate empathy through tone, body language, and timely follow-up, and
provide realistic information about options—including early resolution, formal
investigation, and potential redress (regulations. 22, 22A).

150. Evidence shows that compassionate, person-centred communication reduces
escalation, improves trust, and supports better outcomes for patients and staff.
Therefore, NHS professionals should manage expectations transparently, apologise
sincerely, be trauma-aware and ensure that updates and outcomes are delivered in a
manner that is clear, accessible, and respectful, reinforcing the organisation’s
commitment to learning and improvement

Those who are bereaved and raising concerns about
care

151. This guidance promotes a trauma-aware, compassionate, evidence-informed
approach for NHS professionals in Wales when responding to people who are
bereaved and raise concerns about care. It aligns with the National Framework for
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the Delivery of Bereavement Care'” in Wales (2021) and the National Bereavement
Care Pathway'® (NBCP) model specification for Wales. It covers four key areas:

e people who are bereaved and raise concerns,

e the approach to be taken,

e bereavement in maternity care, and

e bereavement in children and young people.

152. The overarching expectation is that bereaved people receive timely, truthful,
and accessible information, alongside proportionate and tiered support. All staff who
come into contact with bereaved people should have the relevant training and
experience for the level of support they offer.

People Who Are Bereaved and Raising Concerns About Care

153. Bereaved people commonly have unanswered questions about the care
provided and decisions made close to death. High-quality bereavement care in
Wales requires compassionate, timely communication delivered through an
integrated local pathway that offers universal information, targeted follow-up for
those at higher risk, and referral to specialist support when needed. Concerns should
be acknowledged with empathy and validation, and communication should be
honest, paced to need, and repeated as required. Evidence and NICE guidance
emphasise respectful dialogue, shared decision-making with those important to the
person, and clear, plain-language explanations before and after death. The Dual
Process Model of coping indicates that people oscillate between confronting and
taking respite from grief; professionals should offer choice-based opportunities for
questions over time rather than a single, intensive interaction. [Ref 2] [Ref 3] [Ref 4].

154. As part of the listening discussion, bereaved people should be signposted to
appropriate bereavement support. Proactive follow-ups should be scheduled (for
example, at 2-3 weeks and 6—8 weeks) recognising that needs change over time
and that readiness to engage varies between individuals.

155. Where a review is occurring (for example, Medical Examiner for adult
non-coronial deaths), the process should be explained along with the scope and
timelines, and how questions can be raised. Brief risk indicators or a validated
assessment tool should be used to identify those who may need targeted or
specialist support; escalate proportionately if red flags emerge (e.g., persistent
functional impairment, traumatic grief features). [Ref 1] [Ref 2] [Ref 5] [Ref 6]

7 National framework for the delivery of bereavement care [HTML] | GOV.WALES
8 National bereavement care pathway [HTML] | GOV.WALES
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156.

Case example to illustrate additional needs of a bereaved person
raising concerns — Adult hospital death (expected trajectory),
questions about care in the last 48 hours

Mr G’s partner contacts the hospital two days after his death from
advanced heart failure, feeling ‘kept out of the loop’ about hydration and
symptom control. The Bereavement/Patient Experience Office
acknowledges her concern the same day, assigns a
bereavement-skilled nurse as the single contact, and offers a listening
meeting within 72 hours. The meeting, attended by the ward consultant,
explains recognition of dying, hydration decisions and anticipatory
medicines in plain language. They agree to verify drug and fluid balance
records and commit to a seven-day update.

A written summary (day 10) answers each question and apologises for
infrequent overnight updates. A proactive check-in is booked for week 6.
Brief risk screening shows no immediate red flags; universal support is
maintained with signposting targeted options if sleep or functioning
worsens. This approach reflects NICE guidance on compassionate,
iterative communication and the Welsh standards for tiered
bereavement support. [Ref 2] [Ref 1]

Guidance on the Approach (Process and Practice)

157. Start by expressing understanding and empathy for the loss; assess the
individual's language and cultural requirements and invite the bereaved person to
articulate their expectations regarding a constructive outcome.

158. Provide a short written plan after the first contact, including who will do what
and by when.

159. During listening conversations, use open questions, avoid jargon, and
summarise ‘what we know now’, what we are checking’, and ‘when we will update
you’. Where possible, subject to external processes (such as Coroner’s
investigations) provide realistic timeframes and a plain-language written summary
afterwards.

160. Build proactive check-ins (for example, at 2—-3 weeks, 6—8 weeks, and again at
around 3—4 months if needs persist). Escalate support where red flags appear,
recognising that universal, intensive therapy for all bereaved people is not
consistently beneficial; the evidence supports targeted and specialist input for
higher-risk groups. Embed governance by capturing the person’s questions,
answers, timing, and learning for service improvement. [Ref 1] [Ref 2] [Ref 5]
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161.

Case example to illustrate how confusion about roles in
a community death at home can be addressed

Ms R’s father dies at home with community nursing support.
She reports confusion about who was in charge and about
anticipatory medicines. The community team replies to Ms R
the next working day, assigns a named contact person, and
offers a meeting within a week. In the meeting, the matron
explains roles (GP, district nurse, out-of-hours, pharmacy) using
a simple one-page diagram and clarifies prescribing and
administration arrangements.

A written summary sets out dates and ‘who did what’, plus a
guide on what to do with medicines after death. A 6-8 week
check-in finds sleep disturbance and isolation, brief risk
screening leads to targeted bereavement group referral. The
approach aligns with Wales’ standards for accessible
information, coordinated pathways, and risk-based escalation.

Bereavement in maternity care

162. This section is for information to support integrated approaches to concerns
following bereavement in maternity care and should be read in conjunction with local
and national policies.

163. Pregnancy and baby loss require compassionate, trauma informed,
personalised and transparent care. Parents should be actively invited to identify the
questions they want answered and to contribute to reviews or investigations. All
stillbirths and neonatal deaths should be reviewed by the maternity unit using the
Perinatal Mortality Review Tool (PMRT), which supports a multidisciplinary review,
direct parent involvement, a plain-language parent letter explaining findings and
whether different actions might have changed the outcome, and a focus on learning
for prevention. Services should pay attention to equity, monitoring outcomes and
adapting communication and support to address disparities. [Ref 2] [Ref 7] [Ref 8]

e A bereavement-trained midwife/nurse should already be assigned as the
single point of contact;

e During the listening discussion, ensure a compassionate and coordinated
approach is adopted, allowing families to express concerns and pose
questions when they feel comfortable or when it is appropriate for them.

e Capture parents’ questions early and enter them into PMRT so the review
explicitly addresses their priorities.

e Support staff wellbeing through debriefs.
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e Consider holding a post-review meeting (typically at 6—12 weeks) with a
senior clinician and bereavement midwife to explain findings face-to-face;
provide the PMRT parent letter; apologise where care fell short and describe
service improvements.

e Screen for risk and offer targeted or specialist support) where indicated; [Ref
7] [Ref 2] [Ref 8]

164.

Case example — Stillbirth at 38 weeks; could it have been prevented?

After a stillbirth, A and B ask whether there should have been earlier
interventions when they had raised concerns on reduced foetal movements. A
bereavement-trained midwife becomes the named contact, coordinates and
provides practical support and information on the PMRT process, parental
questions are recorded in PMRT. Memory-making is offered sensitively, together
with postnatal support and follow-up; an MDT staff debrief is arranged. The
PMRT panel reviews care and identifies that communication about assessment
and monitoring options could have been clearer. At 10—12 weeks, a consultant
and the bereavement midwife meet the parents, share the PMRT parent letter,
apologise for communication shortfalls, and outline specific service changes
(triage prompts and staff refreshers). Risk screening identifies higher
vulnerability; targeted support is offered with the option of specialist referral.
This reflects PMRT, Wales’s bereavement standards, and equity considerations.
[Ref 7][Ref 2][Ref 8]

Bereavement of a child or young person

165. When a child or young person dies, organisations should adopt a coordinated,
compassionate, and trauma-informed approach to supporting families and
responding to any concerns they may raise. This section should be read alongside
local and national policies, including the Children and Young People Bereavement
Pathway (October 2025), which outlines the support families should expect following
the death of a child or young person.

166. When a child or young person dies suddenly or unexpectedly, the Procedural
Response to Unexpected Death in Childhood (PRUDIC) should be followed.
PRUDIC sets out the minimum multi-agency standard for responding to such deaths,
ensuring that families are treated sensitively, that agencies work together
consistently, and that a structured investigation is completed and reviewed at a Case
Review Meeting. The Sudden and Unexpected Death in Children and Young People
up to 25 Years support pathway should also be used to guide practice.

167. A bereavement-skilled member of staff should be identified and introduced to
the family within 24—48 hours as their single point of contact. This person is
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responsible for coordinating communication, providing clear information, and helping
families understand the processes that will follow. Families are to be supported to
ask questions and raise concerns at a pace that feels right for them, recognising that
grief affects readiness differently for each individual.

168. Throughout the listening discussion and any subsequent engagement,
organisations are to respond to families with compassion, openness, and fairness.
Families should receive regular, understandable updates during the investigation
period, and once enquiries are complete, they should be offered the opportunity to
discuss the findings, ask further questions, and understand any learning or actions
arising. This approach reflects the core principles of the NHS Wales concerns
process: listening, understanding, learning, and improving the quality and safety of
care.

169.

Case example — Unexpected death of a 9-year-old; parents request
rapid answers

Following an unexpected death in the Emergency Department, the parents asked
what happened in resuscitation and why transfer decisions were made. The
paediatric lead initiates PRUDIC, provides a plain-English leaflet, and assigns a
bereavement-skilled nurse as the single contact. An early meeting (within 72
hours) records the parents’ questions; weekly updates are given even when no
new information is available. After the Case Review Meeting, the consultant and
nurse explain findings in person, answer specific resuscitation/transfer questions,
provide a written summary, and agree follow-on support (including sibling
resources and school liaison). A facilitated debrief supports staff.

170. Summary of Practical Tools Required to Support people who are bereaved and
raising a concern:

e Conversation structure: open with empathy; confirm language and cultural
and spiritual needs;

¢ Ask what matters most; agree what will be checked and by when;

e Provide a short-written summary and the named contact’s details;

e Repeat opportunities for questions in follow-ups.

e Tiered support map: maintain a local directory of universal, targeted, and
specialist support with clear referral thresholds and routes;

e Use brief risk indicators or validated tools to escalate appropriately.

e Letters and summaries: provide plain-language explanations and Q&A
responses; in perinatal deaths, use PMRT outputs to inform tailored parent
letters.
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e Timing: consider building in proactive check-ins (for example at 2—3 weeks; 6—
8 weeks; 3—4 months), adjusted to review findings availability. [Ref 1][Ref
2][Ref 7][Ref 9]
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Ref 10: NICE QS160 Quality statement on grief and loss support for parents/carers
(CYP). https://www.nice.org.uk/quidance/qs160/chapter/Quality-statement-5-
Support-for-grief-and-loss-for-parents-or-carers

The Medical Examiners service

171. The Medical Examiner service, which is hosted by NHS Wales Shared Services
Partnership, plays a critical role in ensuring independent scrutiny of all deaths not
investigated by the coroner, as required under the Medical Examiners (Wales)
Regulations 2024, the Medical Certificate of Cause of Death Regulations 2024. This
scrutiny is carried out by experienced doctors with specialist training in death
certification and the review of documented circumstances of death.

172. Their functions include confirming the accuracy of the Medical Certificate of
Cause of Death (MCCD), engaging with the bereaved to hear their views and
concerns, and reporting any serious issues relating to clinical governance, patient
safety, or public health to the relevant NHS bodies. These conversations with the
bereaved are not optional; they are a core safeguard designed to ensure
transparency, accuracy, and learning from every death. The medical examiner
service will notify the appropriate Health Board of the conclusion on the MCCD, and
they can comment where they consider care delivery may have impacted on the
death.

173. When a Medical Examiner contacts the bereaved, usually within 24 to 72 hours
of receiving the necessary records, the purpose is to explain the proposed cause of
death, answer questions, and provide an opportunity for the bereaved people to
raise any concerns about the care provided.

HM Coroner and the Listening to People process

174. The legal and policy framework that governs how NHS professionals in Wales
manage patient deaths and related concerns is anchored in complementary statutory
duties and national guidance that together create a single end-to-end system for
accountability, candour and learning.

175. The Coroners and Justice Act 2009 (Schedule 5, paragraph 7) requires
coroners to issue a report to prevent future deaths when an investigation reveals
circumstances creating a risk of future deaths and, in the coroner’s opinion, action
should be taken. The Coroners (Investigations) Regulations 2013 set out the
mechanism for making of such reports (regulation 28) and the duty on recipients to
respond within 56 days (with actions taken or planned, or an explanation if none is
proposed (regulation 29).

176. These obligations operate alongside the Principal Regulations and the statutory
Duty of Candour, which requires openness and the structured candour procedure
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following notifiable adverse outcomes.

177. When working with the coroner, timeliness, completeness and accuracy of
disclosure are essential. A single organisational liaison point should coordinate the
production of contemporaneous clinical records, relevant local policies, and factual
staff statements to maintain consistency across everything shared with the coroner.

178. In relation to some inquests, the coroner may require there to be a pre-inquest
review hearing which might be used to agree scope, withesses and timetables, and
to clarify whether Article 2 considerations apply.

179. Staff who provide evidence should be supported with clear guidance on their
duties, with statements that are factual and aligned to the clinical record.

180. Prevention of Future Deaths (PFD) reports should be approached as formal
opportunities for system improvement. A PFD is issued when, in the coroner’s
opinion, action should be taken to prevent the occurrence or continuation of
circumstances creating a risk of future deaths.

181. Operational practice begins with immediate triage and setup within the first 48
hours after a death. Secure clinical records and relevant equipment or digital data;
where needed open a “Listening to People” record; refer the case to the medical
examiner so bereaved people have an early opportunity to raise questions and
concerns; and consider whether the coroner must be notified under the Notification
of Deaths Regulations.

182. Where the Duty of Candour threshold is met, commence the candour procedure
without delay, offer a meaningful apology, and explain next steps and timescales. If
no Listening to People process exists, the responsible body may consider initiating
one.

183. Provide regular family updates and trigger redress considerations early if
indications of qualifying liability arise. In coronial engagement, supply timely and
complete disclosure, prepare staff for inquest attendance, and maintain an action log
anticipating potential PFD issues so that, if issued, the organisation can file a high-
quality Regulation 29 response within the statutory timeframe. Close the loop by
issuing the “Listening to People” final response (or an interim update if the inquest is
pending) and ensure that any PFD actions are approved at the appropriate executive
level, implemented and monitored to completion using the organisations quality
management assurance framework. ([61-[10])

184. At a system level in Wales, monitor PFDs across the country and bring thematic
learning to the Quality & Safety Committee so the organisation not only fixes local
problems but also anticipates recurring risks seen elsewhere. Finally, remember that
Deprivation of Liberty Safeguards (DOLS) status no longer creates an automatic
inquest requirement, but clinical concerns or uncertainties about cause of death still
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necessitate coronial involvement. ([5]-[6], [2], [13]-[14])

185. Clear role definition underpins reliable delivery. There should be an executive-
level lead for inquest matters, liaising with clinical and operational leaders to ensure
learning informs improvement.

186. Investigations or concerns teams should run the proportionate investigation,
coordinate with the medical examiner office and the coroner, and prepare drafts of
responses and learning plans.

187. Legal and corporate governance teams should manage disclosure, advise on
redress, and quality assure the Regulation 29 response before submission so that it
meets statutory content and timing requirements. ([6], [3])

188. Maintaining a complete evidence pack is essential for any case that may
proceed to inquest or attract a PFD. The pack should include certified copies of key
clinical records and observation charts, medical examiner notes and logs of contact
with the bereaved, the proportionate investigation file with terms of reference,
witness statements and decision logs, all Duty of Candour notifications and written
follow-ups, and evidence of governance approvals and action implementation such
as updated policies, training records and audit results. Holding this material centrally
and contemporaneously reduces risk, avoids duplication and accelerates the quality
of responses to both families and the coroner. ([10], [6]—[7])

189. Close the loop: implement actions, audit outcomes, report through Quality &
Safety Committee/Board, and share learning across services. ([6], [14])

190. Examples of good practice include:

e using a single “learning spine” in the concerns or incident system that links,
medical examiner contacts and coronial milestones so every action and
decision is visible in one place.

e issuing an early candour update (for example, by day five) even when there is
little new information, to maintain trust and demonstrate reliability.

e applying human factors methods such as task analysis of escalation pathways
or structured review of SBAR handovers to focus the proportionate
investigation on system conditions rather than individuals.

e drafting a PFD response matrix during the inquest that maps each likely
coronial concern to a proposed action, owner, deadline and success measure
so the Regulation 29 response is submitted well within 56 days; and

e publishing a concise internal “learning from deaths and inquests” bulletin after
each case, with anonymised themes and practical changes for wards, teams
and services.
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191. These practices make compliance easier, improve the experience of families
and staff, and strengthen assurance to the coroner that learning is real and

sustainable. ([6]-[8], [4])
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The Listening Discussion

192. The listening discussion is a supportive, person-centred conversation which
provides space for individuals to be listened to, to explain what happened from their
perspective, to describe the impact, and to agree next steps. The discussion must
cover all the matters listed in regulation 22(4), including communication needs,
desired outcomes, and whether early resolution is appropriate.

193. Following receipt of a concern, the responsible body must offer an in-person
‘listening discussion’ to the person who raised it. This must be offered at the same
time as the responsible body acknowledges the notification of the concern. That
acknowledgement must be no later than 5 working days after the notification is
received (regulation 22(1) and (4)) and conducted through in-person communication
(which may take place by telephone, video, or face-to-face).

194. The offer must include an active offer of advocacy and any accessibility
adjustments required, including interpreter services, reasonable adjustments, Welsh
language requirements, and involvement of Llais or other support where the person
wishes or requires this support. Arrangements should be in place in advance so that
the person is properly supported (regulation 22(4B)).

195. Listening discussions should be delivered in line with trauma-informed practice
and led by someone with active listening skills, compassion, inquiry skills, and
sufficient authority to act. Trauma-informed practice recognises that people may be
living with the effects of trauma, harm, fear, grief, distress, or previous negative
experiences of services. Staff should create emotional and psychological safety,
communicate with compassion and clarity, avoid minimising language, and reduce
the risk of ‘process harm’ by ensuring people do not feel dismissed, disbelieved, or
repeatedly required to tell their story.
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196. Before or at the start of the listening discussion, the responsible body should
check existing records for accessibility needs or language preferences (including
Welsh). If no record exists, staff must ask for the person’s preferred method for
ongoing communication and record this for both concern handling and future care
communications (regulations 3(1)(ja), 22(4)(f), 22(4B)).

197. The discussion should be led by someone with the right skills and authority,
such as a unit or department manager, Matron or clinical lead, and not necessarily a
member of the concerns or complaints team. Attendance should be proportionate to
avoid the person feeling outnumbered or intimidated.

198. At the start of the discussion, staff should introduce everyone present, explain
the purpose of the listening discussion, and confirm that the person is in control of
the pace. Staff should ask permission to take notes, offer breaks, and confirm that
the person can pause or stop the discussion at any point. Advocacy should be re-

offered at the start of the discussion where appropriate, particularly if the person is
distressed, bereaved, or finding communication difficult.

199. During the listening discussion, staff should allow uninterrupted narrative, seek
clarity on key points with permission, and keep an accurate, proportionate record.
The discussion should cover the nature of the concern and its impact; the questions
the person needs answered; and the outcome(s) the person seeks.

200. Staff should explain options for resolution, including early resolution (within 10
working days of acknowledgement of receipt of notification of the concern) or Stage
2 formal investigation. Explicit consent must be obtained where Early Resolution is
chosen (regulation 22A). Where Stage 2 is deemed the most appropriate route, staff
must explain how the investigation will be handled, including consent arrangements
to access and use clinical records, the support available (including advocacy), and a
realistic timeframe for response.

201. Where an investigation demonstrates harm, staff should explain that an
assessment of qualifying liability may be undertaken (regulation 22(4)(h)). Staff must
also explain that the ‘clock’ for actions under Stage 2 begins on the day upon which
the responsible body received notification of the concern.

202. Staff should expect that people may express anger, frustration, distress or
strong emotion when recounting their experience. Anger and upset should not be
treated as unacceptable behaviour in themselves. Staff should respond calmly,
validate emotion, slow the pace, offer breaks, and avoid defensiveness. ‘Zero
tolerance’ approaches should not be applied inappropriately to shut down
expressions of harm or distress. Boundaries should be set proportionately and only
where behaviour becomes unsafe, for example threats, harassment, discriminatory
abuse, intimidation, or violence. Where a discussion has to be paused or ended for
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safety reasons, the responsible body should maintain access to the concerns
process through alternative arrangements and appropriate support, including
advocacy.

203. People who raise concerns about discrimination (such as racism) in health
services may have previously experienced not being believed or having their issues
inadequately addressed. This may lead to significant distress and reluctance to raise
concerns. Staff should ensure concerns about discrimination are taken seriously,
addressed respectfully, investigated thoroughly, and responded to promptly. Staff
should actively validate the person’s experience, offer advocacy and specialist
support where appropriate, apply anti-discriminatory practice and cultural
competence, and monitor for distress or re-victimisation throughout the concerns
process.

204. Following the listening discussion, staff must confirm the agreed next steps,
actions, and timescales. The responsible body must provide a named point of
contact, confirm the person’s preferred method of communication, and provide
updates when promised, including holding updates where there is no change. A
written record and summary should be provided to the person as agreed, including
advocacy and support routes.

205. If the person declines the listening discussion, the responsible body must write
to them to outline the responsible body’s decision on whether early resolution is
appropriate or not or if the concern is more suitably managed under regulation 24 or
26.

206. If the person declines the offer of a listening discussion, the responsible body
must decide the manner and timeframe in which the investigation of the concern will
be handled, including consent to the use of medical records and the availability of
advocacy and support services which may be of assistance to that person.

Stage 1 - Listening and acting to resolve concerns and the early
resolution period

208. The ‘Listen & Act’ (Stage 1) is the first and most critical opportunity to address
concerns raised by people, families, or their representatives. Its purpose is to
resolve issues promptly, compassionately, and effectively, avoiding unnecessary
escalation to the stage 2 investigation phase, as set out in regulation 23.

209. The Principal Regulations set out a structured early resolution period and

strengthen person-centred engagement, including requirements around how
discussions are offered, recorded, and conducted (notably regulations 22, 22A).
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Principles of Early Resolution

210. Early resolution is grounded in three core principles:

First, person-centred care means focusing on what matters most to the
individual—respecting their preferences, values and desired outcomes—while
ensuring accessibility and communication needs are met.

Second, compassion trauma informed approaches and empathy should be
present in every interaction to acknowledge impact and restore trust.

Third, active listening and clear communication are essential to understand the
concern, agree realistic outcomes, and reduce misunderstanding.

Determining Suitability for Early Resolution

211. Not every concern is suitable for early resolution. Consider complexity, severity,
feasibility within 10 working days of acknowledgement of receipt of the concern
by the responsible body, any legal or safeguarding context, and the person’s
preferences. Where early resolution is not appropriate, explain clearly and move
to Stage 2. Note that concerns resolved during the early resolution period are
excluded from the scope of regulations 23-48, and vexatious or frivolous
concerns may be excluded under regulation 14.

Actions During the Early Resolution Period

212. Once consent is obtained, act swiftly and decisively. The early resolution period
is no longer than 10 working days from the date that acknowledgement was
communicated.

213. Clarify desired outcomes and manage expectations. Confirm exactly what the
person wants to achieve—an explanation, apology, corrective action, or
assurance of learning—and be transparent about what is realistic within the early
resolution period versus what may take longer.

214. Demonstrate compassion and empathy. Acknowledge feelings; offer a sincere
apology for distress; use a supportive tone and non-defensive language; provide
practical reassurance about steps being taken; allow time without rushing; and
follow through on commitments promptly.

215. Apply active listening techniques. Use open questions, reflective summaries
and clarifying prompts; attend to non-verbal cues; and avoid assumptions.

216. Conduct a rapid fact-check. Verify key records and timelines; speak with
involved staff; identify immediate corrective actions.
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217. Implement agreed actions. Take specific, proportionate steps aligned to the
person’s outcomes (e.g., arrange follow-up clinical review, correct an
administrative error, improve communication processes).

218. Keep the person informed. Best practice is to provide at least one progress
update before the 10-working day period ends, where possible, and using the
person’s preferred communication method unless the desired resolution is
achievable in a shorter timescale.

219. Confirm and close or escalate. Confirm whether the concern is resolved to the
person’s satisfaction. If yes, issue written confirmation of closure; if not, begin
stage 2 and confirm in writing (regulation 22A(4)(b)-(c)).

Review of information

220. During stage 1 a fact-check does not include assessing qualifying liability;
where harm may be alleged, the person must be advised that any formal
assessment of qualifying liability can only occur if a stage 2 - regulation 23
investigation proceeds (regulation 22(4)(h)). Therefore, if financial redress is
sought early resolution would not be suitable.

221. Early resolution practice guidance emphasises resolving straightforward issues
quickly and informally, with clear explanation and accessible communication.

Updating the person raising concern

222. At the listening discussion, the organisation must set and communicate an
estimated timeframe for the completion of the early resolution actions and/or any
response (regulation 22(4)(c)). Throughout the early resolution period, the person
should be kept informed of progress and likely timeframes, consistent with the
principle that people who notify concerns are kept up to date (regulation 3(1)
(ha)). Updates should be provided using the person’s preferred method and, in a
format, they can understand, with explanations of medical/legal terms where
appropriate (regulation 31) ((ja); regulation 22(4)(f)). Regular, proactive updates
are protective of trust and reduce the likelihood of escalation.

Satisfactory resolution

223. At the end of the 10-working day early resolution period (stage 1), the
responsible body must actively seek confirmation from the person who raised the
concern as to whether the concern has been resolved to their satisfaction
(regulation 22A(4)(a)). If the person confirms satisfaction, the organisation must
issue written confirmation that the early resolution procedure has been concluded
and that the concern will not proceed to a regulation 23 investigation (regulation
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22A(4)(b)). This written closure should reiterate the outcomes achieved (e.g.,
explanation, apology, immediate remedial action) in clear, accessible language
aligned to the person’s preferences (regulation 3(1) (ja)). The outcome and
actions taken must be accurately documented in the case record, including
whether the resolution was achieved satisfactorily; these data support
Organisational monitoring and learning under regulation 50.

When Early Resolution Cannot Proceed

224. If the person verbally withdraws the concern, the responsible body must confirm
withdrawal in writing (regulation 16). If the concern becomes subject to civil
proceedings during the course of an investigation, the concern becomes
excluded (regulation 14(1)(i)) and concern handling must cease, with written
notification issued. If a safeguarding enquiry, criminal investigation or criminal
proceedings arise, the responsible body may suspend early resolution and must
notify the person in writing no later than two working days after the day on which
the responsible body becomes aware, subject to legal restrictions on disclosure
(regulation 24A).

Record-Keeping and Monitoring

225. Maintain accurate records of whether a listening discussion was offered/ held;
communication preferences; advocacy/ adjustments; the agreed route (and
consent if Early Resolution); actions taken; and the outcome and satisfaction
status. These data support monitoring and learning duties (regulation 50) and
LHB reporting (regulation 51).

Research Evidence Supporting This Approach

226. Early resolution improves satisfaction and reduces escalation. Case evidence
indicates that early verbal engagement and facilitated meetings increase first-
time resolution and reduce Ombudsman referrals.

227. Person-centred handling delivers better outcomes. Reviews highlight the value
of tailored, patient-centred responses and standardised communication practices
for effective resolution and system learning.

228. Compassionate communication fosters trust and adherence. Compassion is
associated with reduced anxiety, stronger therapeutic relationships and better
adherence—key to resolving concerns early and well.

229. Active listening reduces errors and strengthens relationships. Evidence links

active listening to improved understanding, fewer miscommunications and
greater satisfaction.
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230. Proactive disclosure models work. Programmes such as CANDOR show that
timely, transparent engagement following harm supports fair resolution and can

reduce litigation risk.

Manager’s Compliance Checklist

231. The checklist below summarises required actions and where applicable
provides regulatory anchors or evidence references:

Requirement / Action

Regulatory anchor / evidence

Offer a listening discussion within 5 working days
via in-person communication
(telephone/video/face-to-face).

Regulations 22(1), 22(4),
22(4A)—(4C)

Record the person’s communication preferences
(including Welsh/access needs) and provide
communication in the requested manner.

Regulations 3(1) (ja); 22(4)(f),
22(4B)—(4C)

Ensure the meeting is led by a suitably skilled
person with authority to act and to commit timely
actions.

Local policy & governance;
aligns to regulation 7
(Responsible Officer) principles

Offer advocacy and accessibility adjustments
(e.g., interpreter, Llais) and arrange them in
advance.

Regulation reg 3(1)(i) and (ii)
and 22(4b)

Clarify desired outcomes and manage
expectations, documenting the person’s
priorities.

Regulation 22(4)(d);

Explain resolution routes and obtain consent to
attempt early resolution; record the decision.

Regulation 22A (2)- (4);
regulation 22(4)(c) (g), (h), (i)

Complete early resolution actions within 10
working days of acknowledgement or escalate to
Stage 2.

Definition of early resolution
period (regulation 2(1));
regulation 22A (3)- (4)

Provide written confirmation of closure (if
resolved) or written confirmation of escalation to
Stage 2 (if unresolved).

Regulation 22A(4)(b)—(c)

Explain that if harm is identified at formal stage,
an assessment of qualifying liability (QL) will be
undertaken.

Regulation 22(4)(h); Parts 6 &
7

Keep the person informed about progress and
likely timeframes.

Regulation 3(1)(ha)
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Suspend early resolution/investigation when Regulation 24A
safeguarding or criminal processes apply; notify
within two working days.

Maintain complete records for monitoring and Regulations 50-51
annual reporting.

Stage 2: Investigate, Respond and Learn

232. Stage 2 is used to describe formal investigation of concerns under regulation
23, which establishes the statutory framework for the formal investigation of
concerns that have not been resolved during the early resolution period or in
relation to concerns where early resolution was not attempted (for example if it
was not considered appropriate or the person did not consent). Upon initiation,
the responsible body must undertake a thorough, timely, and proportionate
investigation tailored to the nature and complexity of the concern. The ‘clock’ for
actions under Stage 2 begins on the day upon which the responsible body
received notification of the concern.

233. Examples of good practice are where people and families (or people important
to the person) are included in setting the scope and content of the investigation.

234. This includes conducting an initial assessment to define the scope and depth of
the inquiry, maintaining appropriate communication with the notifier, and ensuring
their meaningful involvement throughout the process. Regulation 23 emphasises
the need for staff support, the consideration of the use of independent expert
advice, and consideration of alternative dispute resolution methods where
appropriate.

235. The investigation must be conducted in accordance with any guidance issued
by Welsh Ministers, ensuring consistency, transparency, and accountability in the
handling of concerns

Procedure before investigation under Regulation 23

236. Regulation 23 imposes a statutory obligation on Welsh NHS bodies to ensure
that any concern involving an allegation of harm is subject to a structured and
legally compliant assessment. This includes a mandatory evaluation of the
likelihood of a qualifying liability, the duty to consider Redress under regulation
25, and, where applicable, the additional procedural requirements set out in Part
6 of the Principal Regulations. See the Redress section.

237. Prior to the commencement of any formal investigation under regulation 23, the
responsible body must offer to hold a listening discussion with the individual who
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has raised the concern, documented in accordance with regulation 22.

238. Where held the discussion must provide an opportunity to elicit the individual’s
understanding of the incident, their expectations regarding resolution, and any
specific communication or accessibility needs.

239. The responsible body must clearly explain if the redress scheme cannot be
used in the circumstances where the estimated damages are more than £50,000.
If this happens, the person must be told to get independent legal advice and be
given the contact details for Llais, the Citizen Voice Body. This advice must be
formally recorded and included in the regulation 24 response.

240. The initial assessment of the concern should be rigorous, evidence-informed,
and proportionate to the severity of the issues raised as outlined in the grading
section of this guidance.

241. It is incumbent upon the responsible body to grade the concern accurately, and
to determine the appropriate depth and scope of the investigation. This grading
informs the composition of the investigative team, which should be selected
based on demonstrable expertise, independence, and professional credibility.
Investigators should be free from any actual or perceived conflict of interest,
including familial relationships with any party involved in the concern. The
integrity of the process should be always safeguarded.

Investigation of concerns

242. In accordance with contemporary standards of healthcare investigation, the
responsible body should adopt methodologies that extend beyond the traditional
root cause analysis (RCA). While RCA remains a valid tool for some high-severity
incidents, it is not universally applicable to the wide range of concerns and in fact
provides several critical limitations that need careful consideration.

243. Alternative examples are After-Action Reviews (AAR), the Learn From Defect
(LFD) tool, and the SWARM model offer structured, rapid, and multidisciplinary
frameworks for incident analysis.

244. These models are endorsed by leading UK and international patient safety
bodies and are designed to promote psychological safety, enhance team
learning, and generate actionable outcomes. Investigators should be trained in
any methodologies used and empowered to apply them judiciously based on the
nature and complexity of the concern. Human factors and a trauma-informed
approach should also be considered.

245. NHS Wales Performance and Improvement and NHS Wales Risk Pool are
tasked to work with the NHS in Wales to publish a modern standard of
investigation framework for all concerns management in line with this guidance
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and the Principal Regulations and support its implementation and provide
oversight.

246. Furthermore, investigations should be conducted within a systems-based
framework that prioritises organisational learning over individual blame
harnessing lessons from Just Culture. Investigation processes should fairly
support staff through concerns they are involved in, whilst promoting
organisational learning.

247. The responsible body should ensure that investigations examine contributory
factors across clinical, operational, and governance domains. This includes the
application of human factors principles, the identification of latent system
vulnerabilities, and the integration of findings into broader quality improvement
initiatives. The investigation should be documented with precision, including a
clear rationale for all decisions, a comprehensive evidence base, and a timeline
of actions taken.

248. The responsible body is required to have regard to whether the person
investigating the matters raised by the concern requires independent medical or
other advice.]

249. In cases where Redress is triggered, refer to the Redress section

250. The principle of “investigate once, investigate well” remain important, however
the investigation should be proportionate to the grading of the concern, and
should be impartial and conclusive, and delivered in the most timely manner.

251. The responsible body should ensure that findings are communicated
transparently to the individual who raised the concern and that organisational
learning is disseminated appropriately. The investigation process should be
embedded within a robust quality management system that supports continuous
improvement, accountability, and public confidence in the health service.

Redress

General Overview

252. The concept of redress, as set out within Part 6 of the Principal Regulations
(and Part 7 in relation to circumstances where a Welsh NHS body enters into
arrangements with an NHS body in England, Scotland or Northern Ireland), forms
part of the wider Listening to People arrangements.

253. In circumstances where a concern notified includes an allegation that harm has
or may have been caused, Welsh NHS bodies (LHBs, NHS Trusts managing a
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hospital or other establishment or facility wholly or mainly in Wales, and Special
Health Authorities) have a duty to consider, whether a qualifying liability exists
and whether or not an offer of redress should be made. This includes
consideration of whether there has been a breach of duty and whether this
caused harm, which is explained further in the Appendix to this section.

254. The principles of redress apply equally whether the concern raised arose from a
complaint or an incident concerning patient safety.

255. Qualifying liability and redress can only be assessed where an investigation
under regulation 23 takes place and cannot therefore be considered under stage
1 (early resolution). This should be clearly communicated during the listening
discussion (regulation 22(4)(h)).

256. It is important to note that the redress in the form of financial compensation may
only be offered where the value of any qualifying liability does not exceed the
financial threshold, currently £50,000 (see regulations 29(2) under Part 6 and
44(2) under Part 7). As such, it is important that an assessment is undertaken
upon receipt of the concern to determine a) whether harm is alleged as part of
that concern, and b) the estimated likely value. This assessment will inform the
scope of the investigation, as to whether the requirement to investigate qualifying
liability and consider redress in the form of financial compensation is triggered.

257. In circumstances where there is no allegation of harm or harm is not found
during the investigation, there remains a requirement to comply fully with the
duties under regulation 23 to undertake a full factual investigation and provide a
response under regulation 24, setting out the outcome of the investigation,
including any failings identified. Issues of qualifying liability and financial redress
should not be addressed as part of the investigation, however other aspects of
redress can be considered. Redress can be by way of :

a. the making of an offer of compensation in satisfaction of any right to
bring civil proceedings in respect of a qualifying liability;

b. the giving of an explanation;

c. the making of a written apology; and

d. the giving of a report on the action which has been, or will be, taken to
prevent similar cases arising.

258. In circumstances where there is an allegation of harm or harm may be present
then it is important to determine whether the value of the claim is likely to exceed
the financial threshold, i.e. £50,000. In these circumstances the responsible body
should undertake a full factual investigation and provide a response under
regulation 24 without assessing issues of qualifying liability. The Welsh NHS body
may consider making and offer of settlement outside of these provisions where
qualifying liability has already been assessed (regulation 29(3)).

259. Regulations 34 to 48 (in Part 7) allow for redress to be considered in relation to
care commissioned from NHS bodies in other parts of the UK (known as cross-
border cases). There are specific arrangements relating to these cross-border
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cases and the interaction between the Welsh NHS Body and other NHS body.
These arrangements are referenced elsewhere in this Guidance.

260. The redress sections of the Principal Regulations do not apply to responsible
bodies other than Welsh NHS bodies and therefore do not apply to Independent
Healthcare Providers or Primary Care Providers (other than where the Primary
Care Provider is a Health Body managed practice).

261. It is also relevant to note here that the Principal Regulations (regulation 14),
contain several exclusions, including (which are particularly relevant to the
redress part of the process):

a) That a concern must not be investigated in circumstances where civil
proceedings (a claim) have been initiated, including the pre-action stage of
those proceedings. This means that if a Letter of Notification or a Letter of
Claim has been served, or Court proceedings issued and served, the concern
should not be investigated, including the redress elements. If it is found that
these steps have been taken part-way through an investigation under these
arrangements, the investigation must cease and the patient or their
representative must be updated (regulation 28). Welsh NHS bodies should
also be mindful that where they are notified of a conditional fee agreement or
insurance premium having been entered into, they should consider this further
and may wish to seek advice from NWSSP Legal & Risk Services.

b) That a concern must not be investigated in circumstances where the concern
is being, or has been, investigated by the Public Services Ombudsman for
Wales (‘PSOW’), unless the PSOW has recommended that the Welsh NHS
body offers a form of redress under Part 6, in which case the Welsh NHS
body may undertake a further investigation of the concern only for the
purpose of determining whether a qualifying liability exists or may exist and to
offer a form of redress in accordance with the recommendations. This allows
a mechanism for cases to pass back from PSOW to the Welsh NHS body for
limited further investigation (regulation 14(1)(c) as amended by The National
Health Service (Concerns, Complaints and Redress Arrangements) (Wales)
(Amendment) Reqgulations 2023).

262. The Principal Regulations also provide, at regulation 15(3), that a concern may
not be notified three or more years after the date on which the matter which is the
subject of the concern occurred or, if later, three or more years from the date on
which the matter which is the subject of the concern came to the notice of the
patient.

263. It is important that the above exclusions are considered at the outset of the
concern.

264. If, following consideration of all of the above, it is determined by the Welsh NHS
body that a) the concern includes an allegation of harm, b) the value of the claim
is unlikely to exceed the financial threshold and c) none of the exclusions apply,
the investigation should include consideration of qualifying liability. If a qualifying
liability is established, the Welsh NHS body is obliged under the Regulations to
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consider making an offer of redress. An offer of non-financial redress can still be
considered where the claim value is likely to exceed the claim value threshold.

265. Redress can take various forms, and may include one or a combination of the
following:

An offer of financial compensation (up to £50,000).

A contract to provide remedial care or treatment (offered to the patient with a
view to trying to improve their condition and restore them, as far as possible,
to the position they would have been in but for the breach of duty).

A written apology.

An explanation of events.

A report on actions which have been, or will be, taken to prevent similar cases
arising.

266. Whilst the considerations around redress crystallise later on in the process, it is
important that they are explained to the patient or their representative at the
outset (i.e. perhaps within the listening discussion), so that they understand the
obligations that arise. It is also important that a discussion is held with the patient
or their representative concerning their expectations for outcome of the concern,
including the various forms of redress. It would be sensible for this discussion to
take place as part of the listening discussion, and for this to be revisited following
completion of the Welsh NHS body’s initial investigation if the matter passes to
Part 6 (redress) this again would be best achieved during the feedback meeting
offered after completion of the investigation, at which point it is usually transferred
to the Welsh NHS body’s redress team for handling.

Response to aconcern

267. The final response to a concern from a responsible body that is not a Welsh
NHS Body should be sent under regulation 24. This will be a factual response
which will not address issues of qualifying liability. Likewise, as set out above,
where there is no requirement for a Welsh NHS Body to investigate qualifying
liability, this response will be under regulation 24.

268. Where the requirement to consider qualifying liability and redress does arise,
the outcome of the Welsh NHS Body’s initial investigation will be as follows:

A response sent under regulation 26 (known as an Interim report), concluding
that there is or may be a qualifying liability but that further investigations are
required to determine whether a qualifying liability exists or the extent of that
liability.

An investigation report sent under regulation 31 in relation to a person seeking
redress where the Welsh NHS body is confirming, in its opinion, whether or
not there is a qualifying liability.
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e Regulation 33, communicating the Welsh NHS body’s decision on whether or
not to make an offer of redress, including either the making of that offer or
notification that no offer will be made as there is no qualifying liability.

269. At the outset, it is important that all communications regarding redress are
provided with the patient or their representative in mind, and that empathy, clarity
and support are at the heart of all discussions and communications. It is also
important to keep in mind that redress does not just relate to the financial
elements, and that the other forms of redress are equally important. Where
issues of qualifying liability and financial offers are being discussed, there will be
a need to refer to legal terminology; it is important that this is done in plain
language, with the patient or their representative in mind, and that clear
explanations are provided.

270. The responses must be signed off by the responsible officer or their designated
deputy.

Regulation 24 (response)

271. The timescale for sending out a regulation 24 response is 30 working days
beginning with the date that the concern was notified in accordance with
regulation 24(3). If it is not possible to send the response within this timescale,
then pursuant to regulation 24(4), the responsible body must notify the person or
their representative and explain the reason why, and send the response as soon
as reasonably practicable and within six months (beginning on the day upon
which it received notification of the concern).

272. The Principal Regulations set out the content requirements as follows:

An apology (where appropriate)

A summary of what the concern was about

An explanation of how the concern was investigated

Copies of any expert opinion obtained as part of the investigation

Copies of relevant medical records, where appropriate

an explanation of any actions that will be taken

an offer to discuss the response to the concern with the responsible

officer or their nominated representative; and

e details of the person’s right to raise their concern with the Public Services
Ombudsman for Wales.

e and in the case of a Welsh NHS body:

» in respect of a concern that alleges harm has or may have been
caused, an explanation of the reasons why there is no qualifying
liability; or

e an explanation of why financial redress arrangements under Part 6 will not be
triggered in response to concerns alleging harm has been caused where the
financial value of the claim would, if proven, exceed the financial threshold set
out in regulation 29. However, other forms of redress may still be suitable.
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Regulation 26 (Response to an investigation under regulation 23 where it is
decided that there is or there may be a qualifying liability)

273. If the investigation culminates in a finding that a qualifying liability exists, or may
exist, an interim report under regulation 26 must be sent by the Welsh NHS body.
This response will usually make an admission of breach of duty and may admit
some causation, but usually further investigations need to be undertaken to
determine causation.

274. The timescale for sending out a regulation 26 interim report is 30 working days
beginning with the date that the concern was notified in accordance with
regulation 26(2). If it is not possible to send the response within this timescale,
then pursuant to regulation 26(3), the Welsh NHS Body must notify the person or
their representative and explain the reason why, and send the response as soon
as reasonably practicable and within 120 working days (beginning on the day
upon which it received notification of the concern). If the 120 working day period
cannot be adhered to, the Welsh NHS body must advise the patient or their
representative of the reasons for the delay, and when the regulation 26 interim
report may be expected.

275. Regulation 26(5) also refer to the fact that the investigation report referenced in
regulation 31 must be provided as soon as reasonably practicable and within 120
working days. The equivalent provisions in Part 7 are regulations 40 (interim
report and investigation report) and 48 (communication of a redress decision).

276. If the 120 working day period cannot be adhered to, the Welsh NHS body must
advise the patient or their representative of the reasons for the delay, and when
the investigation report may be expected.

277. In circumstances where qualifying liability is being investigated, it is recognised
that it may not be possible to provide a response within 30 working days. It is
therefore particularly important in these cases that timescales are discussed with
the patient or their representative at the outset, so that a realistic response time is
agreed and expectations are managed.

278. In practice, it is likely that this investigation report will be provided to the patient
or their representative together with the interim report. The Principal Regulations
set out the content requirements for the interim report under regulation 26 as
follows:

e asummary of the nature and substance of the issues contained in the
concern;

e a description of the investigation undertaken so far;

e a description of why in the opinion of the Welsh NHS body there is or may be
a qualifying liability;

e a copy of any relevant medical records;

e an explanation of how to access legal advice without charge;
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e an explanation of advocacy and support services which may be of assistance;

e an explanation of the process for considering liability and redress;

e confirmation that the full investigation report will be made available to the
person seeking redress;

e details of the right of the person to take their concern to the Public Services
Ombudsman of Wales;

e an offer of an opportunity to discuss the contents of the interim report with the
responsible officer or person acting on their behalf.

Regulation 31 (investigation report) and 33 (redress — communication of a
decision)

279. A response under regulation 31 communicates the outcome of the investigation
includes medical evidence, and a statement of whether or not qualifying liability
exists and why that decision was reached.

280. A response under regulation 33 communicates the Welsh NHS body’s final
outcome, either that there has been a decision to make an offer of redress, or
that, following further investigation after the interim response, it will not make an
offer of redress on the basis that following investigation there is no qualifying
liability.

281. Rather than sending an interim report under regulation 26 in advance of a final
investigation report under regulation 31, in some cases, it may be possible to
establish the position regarding causation, and the extent of the causation,
immediately and without further investigation. In those cases, it will be possible
for the Welsh NHS body to proceed immediately to preparing a regulation 31
investigation report and regulation 33 decision, confirming the position as to
qualifying liability completely, and possibly also making an offer of redress.
regulation 26(7) and (8) will enable the interim report to be provided at the same
time as the investigation report and make specific provision in relation to such
cases.

282. Alternatively, as above, the Welsh NHS body may send a Regulation 33
response once it has undertaken further investigations under Part 6 following the
Regulation 26 response having been sent.

283. The timescale for sending out a Regulation 33 response is 120 working days
pursuant to Regulation 33(a). If the 120 working day period cannot be adhered to,
the Welsh NHS body must advise the person who notified the concern of the
reasons for the delay, and when the Regulation response will be submitted
(Regulation 33(a)).

284. Further information is set out below in respect of the offer of redress and
applicable timescales.
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285. The 2025 Amendments introduce a new sub-paragraph (ha) into regulation 3(1)
(general principles for the handling and investigation of concerns). This requires
the responsible body to keep the person who raised the concern informed of the
progress of the investigation and the likely timeframe for completing it.

286. The effect of this new sub-paragraph is to place greater emphasis on early and
transparent communication about expected timescales. Where the responsible
body informs the person of a realistic anticipated timeframe for completing the
regulation 23 investigation, that communicated timeframe should ordinarily
become the operational target for issuing the subsequent response under
regulations 24, 26 and, where relevant, 31.

287. However, the existing statutory timeframe of 30 working days in regulations 24
and 26 remains in place as a safeguard. It operates as a default (fallback)
position where no alternative timeframe has been communicated to the person
raising the concern.

288. Accordingly, the policy intention is that responsible bodies should, at an early
stage, provide a clear and realistic expected completion date tailored to the
circumstances of the investigation. This supports the wider Listening to People
policy aim of ensuring that the concerns process is transparent, person-centred
and based on clear expectations. Where such a timeframe is communicated,
responsible bodies are expected to manage the investigation so as to meet that
stated timeframe, subject to the existing provisions allowing notification and
explanation where delays arise.

Redress process

289. Once it has been established that a qualifying liability may or does exist, the
matter will pass from Part 5 of the Regulations (Handling of a Concern) to Part 6
(redress). Usually at this stage the matter will be passed to the Welsh NHS
body’s redress team for handling.

290. On receipt of the matter by the redress team, they will be in touch with the
patient or their representative to discuss the next steps of the process, which will
be considered on a case-by-case basis.

291. Further investigations at this stage will focus on determining whether there is a
qualifying liability (in circumstances where the Regulation 26 interim report admits
only breach of duty), the extent of the qualifying liability and quantum. They may
include:

a) Whether there is a qualifying liability and the extent of that qualifying liability,
particularly the causation element.

b) An up-to-date assessment of the patient’s condition and prognosis.

c) Obtaining of a Certificate of Recoverable Benefits or NHS Charges Certificate
(see below).
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d) Quantification of the claim, including financial loss.

292, Following initial determination by the redress Team of what investigations are
required, an update should be provided to the patient or representative setting
those out, together with likely timescales for completion.

293. At the point at which the matter passes to Part 6, the patient will be entitled to
independent legal advice (see section on Provision of legal advice). This should
be explained to the person who notified the concern as part of a regulation 26
interim report and when communicating a decision under regulation 33, but if
these have not yet been provided, the redress team should communicate this.

294. Another consequence of the matter passing to Part 6 is the suspension of
limitation period in respect of any claim. If this has not been explained to the
patient, the redress team should communicate this.

295. In order to investigate whether there is a qualifying liability, which may include
consideration of whether causation flows from any breach of duty identified, or
the extent of the harm caused where that is unclear, and/or the patient’s condition
and prognosis, it may be necessary to obtain input from an independent
medicolegal expert. If independent evidence is required, the Principal
Regulations (at regulation 32(1)(b)) require that this is a joint instruction together
with the person who notified the concern. The letter of instruction to the expert,
and any further correspondence, should therefore be agreed between the Welsh
NHS body and the person who notified the concern.

296. Once the Welsh NHS body has concluded its investigation as to qualifying
liability and the patient’s condition and prognosis has been established and the
claim quantified, their decision on whether or not to make an offer of redress
must be communicated under regulation 33. As above, this may either conclude
that:

a) There is no qualifying liability and therefore no offer of redress will be
made; or

b) There is a qualifying liability and therefore an offer of redress will be made
(by way of financial compensation or entry into a contract to provide care
or treatment or both).

297. The regulation 33 communication must be sent out within 120 working days
from the date the concern was notified. If the 120 working day period cannot be
adhered to, the Welsh NHS body must advise the person who notified the
concern of the reasons for the delay, and when the decision will be
communicated (regulation 33(a)).

298. If an offer of financial compensation is deemed appropriate as part of redress,
the Welsh NHS body will ensure authorisation from the appropriate delegated
person(s) within the Welsh NHS body has been obtained prior to making any
financial offer of redress.
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299. As above, redress can take various forms, and may include one or a
combination of the following, which should be set out within the Regulation 33
response:

e An offer of financial compensation (up to £50,000).

e A contract to provide remedial care or treatment (offered to the patient with a
view to trying to improve their condition and restore them, as far as possible,
to the position they would have been in but for the breach of duty) this may be
through care delivered locally or commissioned to be provided by another
provider the Welsh NHS body’s expense.

e A written apology.

e An explanation of events.

e A report on actions which have been, or will be, taken to prevent similar cases
arising.

300. An integral part of the concerns and redress process is learning, as outlined
elsewhere in this Guidance. The Welsh Risk Pool (WRP) manage a process for
Learning from Events on behalf of Welsh Government. Where possible, evidence
of learning, with the objective of improving standards in patient safety, should be
set out within the regulation 33 communication as part of the redress offered.

301. Where qualifying liability is accepted, a Welsh NHS body can make an offer of
financial compensation that does not exceed £50,000. Further information on
valuation of concerns is set out below. The Regulation 33 communication should
set out the basis upon which the concern has been valued.

302. The person who notified the concern or their legal representative must be
advised that they have 6 months to respond to the offer of redress. If the person
or their representative, who raised the concern is unable to respond to the
decision within 6 months, they must contact the Welsh NHS body and provide an
explanation for the delay in responding. The time limit for response to the
decision can then be extended to 9 months from the date the offer was made.
However, if no response is received within 9 months the limitation period will start
to run.

303. It is recognised that it is difficult at the outset of an investigation under
regulation 23 to be certain about the financial value of a claim and it is inevitable
that some cases that were entered into the redress arrangements because it was
considered that financial compensation, should liability be proven, would be worth
less than £50,000 transpire, on investigation, to be worth more. In these cases,
regulation 29(3) provides that Welsh NHS bodies may give consideration to
making an offer of settlement outside of the provisions of the Principal
Regulations, for example, an out of court settlement. Welsh NHS bodies might at
this stage, and in the spirit of the Principal Regulations, consider offering to pay
the patient’s legal costs associated with obtaining advice on any such out of court
settlement. However, there is no obligation for them to do so.

304. If an offer of redress is made, the settlement proposed by the offer will be by
way of a formal agreement which must include a waiver of any right to bring civil

67



proceedings in respect of the qualifying liability to which the settlement relates
(regulation 33(e)).

305. Where the person who notified the concern is unsatisfied with the outcome of

the response or offer, they must be reminded of their right to notify the concern to
the Public Services Ombudsman for Wales.

306. In order to protect vulnerable individuals, some redress settlements will require

approval of a court. These cases are where the liability relates to a child under
the age of 18 or a person lacking capacity under the Mental Capacity Act
2005'°(1). In such cases, an application will need to be made to Court, and where
a redress settlement requires approval by a court, the Welsh NHS body must pay
all reasonable legal costs to obtain the approval of the court.

Independent experts

307. As can be seen above, there may be a number of issues on which further

investigation may be required under Part 6, including those relating to causation,
condition and prognosis and/or quantum to establish whether there is a qualifying
liability in respect of which an offer of redress should be made. In order to
complete these investigations, independent expert input may be required. Under
the redress arrangements, any expert medical advice sought under the regulation
32 should be instructed jointly by the person who notified the concern and the
Welsh NHS body. If the person has accepted the offer of free legal advice, then
their legal adviser should also be allowed input to the instruction of the medical
expert(s).

Provision of legal advice

308. In accordance with regulation 32, where the redress arrangements are engaged

(i.e. where the Welsh NHS Body has accepted that there is or may be a
qualifying liability, and not from the point at which a concern is received), legal
advice without charge to the person who notified the concern will be available,
should the person or his representative want it, in relation to:

the joint instruction of clinical experts including clarification of issues arising from
their reports;

any offer of redress made in accordance with Part 6 of the Principal Regulations;
an offer of redress made in accordance with Part 7 of the Principal Regulations
any refusal to make an offer; or

any settlement agreement that is proposed.

309. Legal advice must only be sought from a firm of solicitors with recognised

expertise in clinical negligence (meaning they must have at least one partner or
employee who is a member of the Law Society Clinical Negligence Panel or from

19 Mental Capacity Act 2005
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the Action Against Medical Accidents Clinical Negligence Panel (regulation 32(2)).
NHS organisations are able to obtain contact details from these organisations’
websites and share with the person who raised the concern. The cost of such
legal and clinical advice must be funded by the Welsh NHS body and not the
person who raised the concern.

310. Guidance to Welsh NHS bodies on the cost of legal fees is provided in a
separate document.

Limitation - suspension

311. Limitation is the legal time limit within which a claim must be brought. In claims
where harm is alleged (including those of clinical negligence) a Claimant usually
has three years from the date of the “cause of action”, which is almost always
the date of the injury, or their knowledge of the same, in which to bring a claim for
compensation (Limitation Act 1980). There are some exceptions to this rule
which include:

a) Children under the age of 18 at the time of the injury — the three year
period will not begin to run until the child reaches the age of 18.

b) Patients lacking capacity under the Mental Capacity Act 2005 — the three
year period may never begin to run.

312. Regulation 30 governs the position regarding the suspension of the limitation
period by virtue of the Listening to People process. Once a concern passes to
Part 6 (redress), i.e. when the Welsh NHS body considers that a qualifying
liability exists or may exist, the Principal Regulations allow for the suspension of
the limitation period. Limitation is therefore not automatically suspended when a
concern is raised. During the time when the liability is subject to an application for
redress, the limitation period is suspended, that is, the “clock is stopped”. If the
limitation period is suspended under the redress process, the suspension period
starts retrospectively from the date on which the concern was first received by the
Welsh NHS body.

313. Where an offer of redress by financial compensation has been made the
limitation period starts to run again:

a) The day after the patient or their representative accepts that redress offer,
b) The date the patient or their representative rejects that redress offer, or
c) 9 months after that redress offer is made (where no response is received)

314. If an offer of redress has been made but Court approval is required for the
settlement (in cases of children under the age of 18 or those lacking capacity)
then the limitation period remains suspended until the Court approves the
settlement.
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315. .If a civil claim is subsequently brought, the period of suspension is factored in
when calculating the remaining limitation period and ultimately when limitation
expires.

316. The reason for the suspension is to ensure that no person is disadvantaged, or
prevented from bringing legal action, should they be unhappy with the outcome of
the redress investigation. It is important that the person or their representative
understand that where a financial offer of redress is made, that they only have 6
months to consider the offer (or a total of 9 months if longer is needed). After that
9-month period, the redress arrangements will no longer apply.

317. There may be cases where a concern is notified just before the limitation period
would expire and it has not been possible for an investigation to be concluded.
The Welsh NHS body may wish to give consideration to agreeing an extension of
the limitation period in order to allow it to complete its investigation and provide a
response whilst avoiding the need for the patient/potential Claimant to issue court
proceedings.

318. In cases where the case does not pass into Part 6, either because qualifying
liability has not been investigated, or because the Welsh NHS body has
concluded that there is no qualifying liability and sent a regulation 24 response,
limitation is not suspended by virtue of the Principal Regulations. Again, the
Welsh NHS body may wish to consider agreeing an extension to the limitation
period with the patient or their representative.

Quantum

General damages

319. General damages are intended to compensate the patient in respect of pain,
suffering and loss of amenity (PSLA) as a result of any physical or recognised
psychiatric injury caused, which would have otherwise been avoided. The Welsh
NHS body therefore needs to establish the extent of any injury and what
symptoms and loss of amenity the patient has suffered as a result of the breach
of duty, aside from that which would have been suffered in any event.

320. This information can be used to inform the level of an appropriate offer to
compensate the patient for any symptoms, loss of amenity, and additional
treatment. Generally, the more severe the injury or harm, the higher the award of
compensation.

321. To calculate the appropriate sum, Welsh NHS bodies can refer to the Judicial
College Guidelines in the first instance, as this provides a range of damages to
be awarded, per injury type. The JC Guidelines take into account:

1. The duration of the injury, including whether recovery has been prolonged
or if the injury is expected to be permanent.
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2. The need for additional treatment, which may have been avoided (past or
future).
3. The risk of future complications.

322. Not all injuries resulting from clinical negligence ‘fit’ into a category within the JC
Guidelines and reference to quantum case law reports can be helpful. These are
reported judgments or out of court settlements which have been reached in real
cases and can assist in helping to reach an appropriate figure.

323. Psychiatric injuries are often accompanied by a physical injury. In order to be
entitled to compensation, a patient must have suffered a recognised psychiatric
injury, which would usually be evidenced by a formal diagnosis. Input may be
required from an independent expert to assess the patient unless there is
evidence of this in the medical records.

324. It is important to note that, where a patient has suffered more than one distinct
injury, whether that be physical or psychiatric injury or both, it is usually not
appropriate to simply ‘add up’ the separate valuations for each individual injury,
as there will be some aspect of overlap.

Special damages

325. The term ‘special damages’ encompasses a range of heads of loss (types of
financial claim) which can be claimed where financial losses have been incurred
by the patient as a result of the negligence. Losses are usually split into past and
future losses as set out below.

326. If a patient is legally represented, often details of any special damages claims
will be set out in a ‘Schedule of Loss’, supported by the necessary evidence.
Consideration should be given to requesting such a breakdown if there are likely
to be significant special damages.

327. The heads of loss which are recoverable will vary by case, dependent upon the
qualifying liability which has been accepted by the Welsh NHS body and the
patient’s individual circumstances. Below is a non-exhaustive list of the types of
special damages that are often claimed:

1. Loss of earnings may be claimed if the injured person could not work as a
result of the breach of duty (or took more time off than they otherwise would
have without pay). This may include a claim for missed bonuses, missed
promotion opportunities or even pension loss.

2. Care and assistance refers to a sum claimed by a family member or
professional who may have assisted with household chores or cared for the
patient whilst they were recovering from their injury. This loss could continue
into the future if the patient requires long term assistance as a result of their
injury.

3. Likewise, additional assistance with cleaning, gardening or DIY caused as a
result of the patient’s incapacity due to the admitted negligence.
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4. Travel which was only necessary because of the negligence, including the
cost of fuel, parking or public transport. This can also be claimed by family
members who had to travel to assist the patient.

5. Treatment costs (whether past or future) may be claimed on a private basis,
if the treatment wasl/is required as a direct result of the negligence.

6. Aids and equipment claims may include specialist mattresses, chairs,
mobility aids and any other items which would improve the patient’s condition
following an injury.

7. Alost holiday, or other miscellaneous expense incurred, such as over the
counter treatments are often claimed. These should be considered on a case-
by-case basis.

8. Funeral costs if the patient died as a direct result of the negligence.

328. Welsh NHS bodies should seek evidence of the losses, which may include
receipts for any past expenses incurred or quotations for future expenses, or
wage slips from prior to and during the relevant period for any loss of earnings.
However, it may not always be possible to provide evidence (receipts for fuel, for
example) and a pragmatic approach should be taken particularly when the sums
claimed are low.

Quantum in fatal cases

329. Specific claims can be brought in these cases, both claims on behalf of the
Estate under the Law Reform (Miscellaneous Provisions) Act 1934 and claims
by dependents under the Fatal Accidents Act 1976. For further information,
Welsh NHS bodies should please contact NWSSP Legal & Risk Services.

Compensation Recovery Unit

330. If a financial offer of settlement is to be made, the matter must be registered
with the Compensation Recovery Unit (‘CRU’), via a CRU1 Form, to establish
whether the Welsh NHS body will be liable for any benefits paid to the patient. A
Certificate of Recoverable Benefits will be received, showing either Nil benefits,
or listing the attributed benefits due to be repaid. If benefits are to be repaid to the
CRU, it is important to consider, before any offer is made, whether they can be
offset against any claim for special damages. Also, whether the benefits are
correctly attributed. If not, the Welsh NHS body should apply for a review or
mandatory reconsideration of the certificate (please note that time limits apply to
these processes).

NHS Charges

331. Upon registering the matter with the CRU, the Welsh NHS body should also
complete the section relating to NHS hospitals attended by the patient as a result
of the breach of duty. If NHS Charges are attributed, a Certificate of NHS
Charges will be issued. These charges are payable by the Welsh NHS body in
addition to the damages, unless successfully reviewed or appealed in
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circumstances where they are incorrectly attributed, e.g. because the hospital
treatment would have been required in any event or was provided by the
compensator.
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Appendix to Redress Section

Qualifying Liability — an explanation

332. Redress can only be considered if there is a proven qualifying liability in tort. A
qualifying liability is considered with reference to a three-stage test.

1. That the Welsh NHS Body owed the patient a duty of care
2. That there was a breach of that duty
3. That the breach caused personal injury or loss

333. In circumstances where a qualifying liability is established (i.e., where there is a
breach of a duty of care which caused personal injury or loss), the patient is
entitled to compensation to reflect the difference between (i) the condition which
they would have been in if the standard of treatment they received had been of
an acceptable standard and (ii) their actual condition.

334. It is only when these tests are satisfied that a payment of compensation should
be considered. This should be made very clear to patients and their
representatives as often people believe that there only needs to have been poor
care for the test of negligence to be satisfied and for there to be an entitlement to
compensation. However, it is the case that the person also needs to have
suffered harm as a consequence (known as “causation of damage”). Determining
causation can be very difficult, particularly if the patient was very ill anyway, or
might have expected some pain or complications during their period of recovery
as a result of treatment.

Duty of Care

335. In a clinical negligence claim, a duty of care is usually always established.

Standard of Care: Breach of Duty

336. There is a legal test to determine whether or not a clinician has been negligent.
This is known as the “Bolam Test” and arises from the well-known case of Bolam
v Friern Hospital Management Committee [1957]. The scope of the test was
subsequently narrowed following the later case of Bolitho v City & Hackney
Health Authority [1998].

337. The Legal Test:

A clinician has been negligent if they have not followed a practice which was
deemed to be acceptable by a responsible body of medical opinion. That
responsible body need not be a majority body. The clinician must then act in
accordance with the practice to a standard to be expected of a reasonably
competent clinician. If the clinician holds themself out to be especially qualified
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in any particular field, then the standard is that of a reasonably competent
specialist.

338. Therefore, it is a defence to an allegation of negligence if the Welsh NHS Body
can prove that a reasonable and responsible body of reputable practitioners in
the relevant field would have carried out the investigations and treatment in the
same way as the clinician did.

339. The standard set out in Bolam is an objective one and so it is important to
remember the standard of care is tailored to the task undertaken and not the
individual clinician’s level of experience.

340. The Bolitho test clarifies that opinion held by a responsible body must be
capable of withstanding logical analysis.

341. Montgomery v Lanarkshire Health Board [2015] has since modified the test

for breach of duty in relation to cases involving consent and this is discussed in
further detail below. This is often known as the Montgomery test.

Investigating Breach of Duty

342. The scope of the investigation will depend largely on the type of
case/allegations, however, there are several steps to take when investigating:

e |dentify the alleged failings in the care/treatment;

¢ |dentify and obtain relevant documentation (e.g. medical records, radiology,
policies, any incident documentation)

e |dentify who was involved in the care/treatment;

¢ Request a factual account from the clinician(s) involved in the care/treatment
and their comments upon the specific concerns raised and allegations of
negligence;

e Request an overview from the Clinical Lead (if appropriate);

e Where needed, obtain independent expert evidence on breach of duty.

e When obtaining the factual accounts from a clinician it is important to consider
the standard of care at the time of the alleged negligence (i.e. not the current
standard), whether their factual account is sufficiently detailed, whether it is
supported by the medical records and whether additional input from other
clinicians is required.

Standard and Burden of Proof

The standard of proof in cases of medical negligence is “on the balance of
probabilities” (i.e. 51% likely). It is the Claimant’s burden to prove that, ‘on the
balance of probabilities’ the Defendant’s care fell below the reasonable and accepted
standard.
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Causation

343. If the patient did not sustain injury as a result of the breach of duty, there is no
qualifying liability. There must be a causal link between the breach of duty and the
damage complained of by the patient. This is essentially an explanatory inquiry: how
in fact did the damage occur? The question is normally dealt with by the “but for”
test. The general rule is that if the harm to the patient would not have occurred “but
for” the negligence, then the negligence is the cause of the damage. If the harm
would have occurred in any event, the negligence is not the cause of the damage.
This is a brief and basic explanation of some of the leading case law in this area and
should not be relied upon as a complete account of the law or as a substitute for
legal advice. Legal advice can be sought from Legal & Risk Services.

An Alternative Causation Test - Material Contribution

344. Where it is not possible to conclude the probability that but for the breach of
duty the injury would not have happened, material contribution may be considered in
some circumstances.

345. The case of Bailey v Ministry of Defence [2008] established that in certain
circumstances, where medical science cannot establish the probability that “but
for” an act of negligence the injury would not have happened, but it is possible to
establish that the contribution of the negligent cause was more than negligible,
the “but for” test is modified. This arises in circumstances where there is more
than one potential cause of the injury, negligent and non-negligent, which can
arise cumulatively. In those cases, if the patient can establish that the breach of
duty made more than negligible difference to the patient’s outcome, the claim will
succeed.

346. It is not always easy to assess material contribution, and it may be necessary to
seek advice from Legal & Risk.

Investigating Causation

347. There will be a need to establish how the breach of duty has affected the
patient. Key questions to ask include:

e Factual causation - is the loss for which the claimant seeks damages the
consequence of the defendant’s act or omission? What series of events would
have taken place had the breach of duty not occurred? This is in order to gain
a factual understanding of the steps and timeline that would have taken place
but for the breach of duty.

e Medical/lnjury causation - on the balance of probabilities, what difference did
the breach of duty cause medically to the patient? This should be investigated
by asking for internal comments from the relevant clinicians and, in some
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cases, an independent expert would need to be instructed on a joint basis
with the complainant.

Welsh NHS Bodies should consider not only longer-term consequences, but
also the short-term impact upon the patient. For example, in a concern relating
to a delay in diagnosing a fracture, whilst there may have been no impact on the
treatment and prognosis for the patient, causation may be established for a
short period of unnecessary pain or symptoms.

Concerns Relating to Consent

348. Concerns may be raised in respect of the consent process. The legal test of
breach of duty applied to allegations made in respect of consent is set out in the
case of Montgomery.

Breach of Duty (consent)

349. The key case in this area is Montgomery v Lanarkshire Health Board [2015]
UKSC 11.

350. It was determined that, in order to ensure the consenting procedure is
completed correctly, a clinician is under a duty to take reasonable care to ensure
that a patient is made aware of any material risks involved in any recommended
treatment and of any reasonable alternative or variant treatments, to include no
treatment at all.

351. In terms of alternative treatments, the clinician’s obligation does not extend to
communicating all potential alternative treatments, but rather only those that the
clinician considers to be reasonable. When judging what is reasonable, the
principles of the Bolam test should be used. (McCulloch v Forth Valley Health
Board [2023] UKSC 26).

Material Risk

352. The test of materiality is based on whether a reasonable person in that patient’s
circumstances would likely attach significance to the risk, or the clinician is, or
should reasonably be aware, that that particular patient would likely attach
significance to the risk.

353. The Courts have not placed a percentage figure on what would determine the
assessment of whether a risk is material or not. It is important that clinicians
engage in dialogue with their patients to determine what is likely to be considered
as a material risk to them in their individual case. The aim of which is to ensure
that the patient understands the seriousness of their condition, and the
anticipated benefits and risks of the proposed treatment and any reasonable
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alternatives, so that the patient is then in a position to make an informed decision
(para 90 of Montgomery judgement).

354. Therefore, breach of duty in relation to consent must be assessed on the

Montgomery principle, rather than the test set out in Bolam. Has a clinician taken
reasonable care to ensure that the patient has been made aware of any material
risks involved in any recommended treatment and of any reasonable alternative
or variant treatments to include no treatment at all? If the answer is no, breach of
duty will be established.

Causation (consent)

355. Where breach of duty is established, the onus is then on the

patient/complainant to prove that, on the balance of probabilities, they would
have made a different decision which would have avoided or altered the injury in
a material way. For example, in Montgomery, the patient proved that she would
have opted for a caesarean section had she been made aware of the risks of
shoulder dystocia and given the option. It may be necessary to request a
statement from the patient/complainant.

356. It is important to review the patient’s records in detail to assist the Welsh NHS

body in determining whether causation can be established. If a patient has been
suffering with ongoing/persistent symptoms and had exhausted all other
treatments available to them, how likely is it that they would have proceeded with
the treatment in question even had informed consent been provided?

357. Should further guidance be required in respect of the legal tests for qualifying

liability, advice should be sought from Legal & Risk Services.

Redress where care is provided by English, Scottish or Northern Irish
NHS providers

358. Part 7 of the Principal Regulations create the process that Welsh NHS bodies

should follow when a concern is raised about care delivered outside Wales under
commissioned arrangements—specifically in England, Scotland or Northern
Ireland. It integrates principles of equity, statutory duties, practical steps,
contractual safeguards, and learning/assurance requirements.

359. Where commissioning arrangements are made with Northen Ireland, Scotland,

England, private providers, it would be good practice to include responsibility to
meet the requirements of the Principal Regulations in the contractual
arrangements.

78



Core Principle of Equity

360. Where a Welsh NHS body commissions services from an English NHS provider
for Welsh residents, the Welsh complaints, incidents and redress process applies
as if the care had been provided in Wales. This ensures parity of access to
redress and consistency across the England—Wales border. Part 7 of the
Regulations provides the mechanism for cross-border notifications, investigation
and redress.

Legal Context Across the UK

361. England and Wales share a broadly aligned common law tort framework. Under
Part 7, when an English NHS body managing care under arrangements with a
Welsh NHS body receives a concern that alleges harm, it must consider whether
a qualifying liability in tort (QLIT) may exist and notify the Welsh NHS body with
records, expert opinion and its rationale.
and provide the following:

e a copy of the response to any concern provided in accordance with a
relevant complaints procedure

e a copy of any relevant medical records;

e a copy of any expert opinion that has been obtained during the
investigation of a concern;

e a written account of why it believes that there is or there may be a
qualifying liability;

e the date that it received the concern; and

e such other information or assistance as the Welsh NHS body may
reasonably require.

362. Welsh NHS bodies then determine whether Qualifying Liability in Tort (QLIT)
exists and whether an offer of redress should be made (see the redress decision
process).

363. Joint working is expected with NHS Resolution and the English provider to
establish facts and, where appropriate, agree redress.

Qualifying liability in Scotland and Northern Ireland

364. Due to the difference in the Welsh Ministers’ legal powers, the Principal
Regulations (as amended) do not impose direct statutory duties on NHS bodies
in Scotland or Northern Ireland to consider whether a qualifying liability in tort
exists in respect of services they have provided under arrangements with a
Welsh NHS body.

365. Accordingly, where a Welsh NHS body enters into commissioning arrangements
with an NHS body in Scotland or Northern Ireland for the provision of services to
Welsh patients, the Welsh NHS body must ensure that the commissioning
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contract includes provisions requiring the Scottish NHS body or Northern Irish
NHS body to:

e Consider, where it receives a concern relating to services provided under
those arrangements and handled under its local complaints procedure,
whether there is or may be a qualifying liability;

e and if it forms the view that such qualifying liability exists or may exist, notify
and refer the matter to the commissioning Welsh NHS body to deal with in
accordance with regulation 38 and the rest of Part 7 of the principal
regulations.

366. The commissioning contract must also require the Scottish or Northern Irish
provider to provide the Welsh NHS body with the same information that an
English NHS body would be required to provide under regulation 36 of the
Principal Regulations.

367. In light of differences between the legal systems of Wales, Scotland and
Northern Ireland, policy arrangements provide that any successful application for
redress relating to services commissioned from a Scottish or Northern Irish NHS
body will be funded by the commissioning Welsh NHS body. This includes the
payment of compensation and associated legal costs. Any waiver signed by the
person under regulation 48(e) will therefore relate to the liability of the Welsh
NHS body.

Action Required Under Regulation 38 (as amended)

368. Regulation 38 prescribes the action a Welsh NHS body must take where it
receives notification from a Scottish or Northern Irish NHS body that there is or
may be a qualifying liability in tort in respect of commissioned services.

369. Upon receiving such notification, the Welsh NHS body must acknowledge
receipt of the notification within five working days; and within five working days of
receipt, notify the person who raised the concern that the matter has been
passed to the Welsh NHS body for consideration of whether qualifying liability
exists. From that point onward, the Welsh NHS body must proceed in accordance
with the relevant provisions of Part 7 of the Principal Regulations (as amended).

370. The procedural steps applicable to investigations involving English NHS bodies
apply broadly in the same way, subject to necessary modification of references.
However, the regulatory co-operation mechanisms applicable between Welsh
and English NHS bodies do not apply in relation to Scottish or Northern Irish NHS
bodies.

Operational Actions When a Cross-Border Concern is Raised

371. Acknowledge within 5 working days and log the concern in local systems.
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Confirm jurisdiction and commissioning route (England, Scotland, Northern Ireland).

372. Seek consent and request records/investigation outputs from the provider; for
English providers, request their assessment of potential QLIT.

373. Engage early with NHS Resolution for English cases where harm is alleged and
QLIT may exist. Ensure active discussions with NWSSP Legal and Risk teams
throughout this process.

374. Investigate per Regulation 23 principles: proportionate, timely, transparent;
involve the person raising the concern.

375. Assess whether or not there is a QLIT and whether or not to offer redress .

376. Issue interim/investigation reports within applicable timescales and
communicate outcomes clearly.

377. Regulation 40(2) provides that the usual time frame for an interim report under
Part 7 is within 50 working days beginning with the day notification of concern is
received, and if that is not possible within 120 working days, and regulation 40(5)
requires the investigation report to be provided as soon as reasonably practicable
and not later than 120 working days.

378. Implement learning actions, monitor and close with assurance.

379. Undertake post-case reviews; share learning with clinical boards and
commissioning teams; include cross-border metrics in the annual report
(Regulation 51) and ensure oversight by the person designated under Regulation
6.

Communicating Outcomes of Investigations and Redress
Decisions

380. When communicating the outcome of an investigation or a decision on Redress,
the person receiving it must feel heard, respected, and supported, while leaving
with a clear understanding of what was decided, why it was decided, and what
happens next. The active offer of advocacy should be maintained throughout the
whole process and signposting to support services which may be of assistance to
the person notifying the concern, particularly where distress is evident.

381. Achieving this balance requires three things working together:
a) A compassionate tone and use of plain language
b) adherence to the Principal Regulations, and

c) alignment with the Ombudsman’s expectations for fairness, remedy, and
accessible communication
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Communicating the Outcome of Investigations into Concerns

382. Begin by acknowledging the person’s experience and the effort it took to raise
their concern. This is a regulatory expectation under regulation 3(1)(d) and (e),
which requires that people who raise concerns are treated with respect and
courtesy and that their expectations are established.

383. Set out, in their own terms, what they told you and what mattered most to them.
This demonstrates that you have listened and understood, which is essential for
trust and aligns with Public Services Ombudsman for Wales service standards for
respectful communication.

384. Next, explain what you did. Describe the scope of your review in clear, everyday
language: what records you reviewed, who you spoke to, and what standards you
applied. Avoid defensive phrasing or legal jargon.

385. Regulation 3(1) (ja) requires that communication is provided in a manner the
person can understand, with explanations of legal or medical terms where
needed. The Law Society guidance and plain language best practice emphasise
short sentences, familiar words, and explaining any necessary legal or clinical
terms the first time they appear. If a technical term cannot be avoided, define it in
plain words.

386. This is not about oversimplifying; it is about making the message easy to grasp
the first time it is read, which builds trust, reduces anxiety and prevents
escalation.

387. Present your findings factually and without ambiguity but be mindful of the
impact of these factual statements when it relates to a person’s suffering or
death. For each issue raised, state the findings of the investigation and the
reasons for each decision being reached.

388. Timeliness is critical. Regulation 22(1) requires acknowledgement within five
working days, and regulation 24(3) requires that the full response is sent within
30 working days.

389. Regulation 24(1)(a)—(f) requires that the written response summarises the
issues, describes the investigation, includes relevant expert opinions and
records, and sets out any actions to be taken. If care fell short of expected
standards, say so plainly and issue an unreserved apology. Monitor carefully the
impact that these statements are having with the individual, particularly if you are
feeding back through in-person communication.

390. If it is not possible to provide a full response within 30 working days, you must
explain why and provide a realistic revised date, keeping the person updated. If
exceptional circumstances mean that even the 6 months outer limit in regulation
24(4)- (5) cannot be met, you must give reasons and a new expected date.

82



These are legal requirements.

391. If a responsible body, misses an agreed deadline this can negatively impact on
the veracity of the individual representative and faith in the organisation meeting
their legal duties openly and transparently. This can lead to escalation and
perceptions of dishonesty and withholding or hiding the truth.

392. Where harm has been moderate, severe or has caused death and is related to
the care or treatment provided, the Duty of Candour may apply. You must confirm
in your outcome communication that candour steps were taken when the duty
arose and provide written follow-up within five working days, including an apology
and outline of next steps. This is sometimes achieved at the end of the listening
discussion or shortly afterwards once facts have been checked. If the Duty of
Candour under section 3 of the 2020 Act applies and notification has been given
under regulations 4(1) and 5(1) of the 2023 Regulations, the responsible body
does not need to send the concern notification to the patient or their
representative.

393. Close by inviting further dialogue. Offer to meet in person, by video, or by
phone to discuss the outcome (regulation 24).

394. Responsible bodies are charged with reassessing the need for and for provision
of details of advocacy support through Llais and explain the right to approach the
Public Services Ombudsman for Wales if they remain dissatisfied.

395. Do not close down the conversation; instead, create a safe route for questions
while being clear about formal time limits. This approach is consistent with
regulation 24(1)(g)—(h) and Public Services Ombudsman for Wales standards for
openness and accessibility.

Communicating a Redress Offer

396. When you communicate a Redress decision, the same principles in the above
section apply.

397. Begin by acknowledging the person’s experience and summarising, in their own
terms, what they told you mattered most. Then explain, in plain language, the
findings of your investigation and the reasoning behind your decision.

398. Regulation 26 requires that, where a qualifying liability exists or may exist, you
provide an interim report explaining why, enclosing relevant records, and outlining
the procedure for determining liability and making an offer. You must also confirm
access to free legal advice and advocacy and offer an in-person discussion with
the responsible officer. However, it is imperative that this interim report focuses
on the outcome of the investigation as mentioned above, centred on the concerns
the person raised and that it is written in a sensitive compassionate and clear
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manner.

399. Over legalistic letters containing paragraphs of complex legal explanations are
cited by the people who have been harmed as psychologically injuring. The
unintended consequences of this can be that people perceive this as frightening
or intimidating when they had raised simple concerns about their care. Care must
be taken to ensure that the information is conveyed in accessible language and
explained clearly. The responsible officer for each responsible body must ensure
that accessible language and clear explanations are always used by the
organisation.

400. If you are not making an offer, say so clearly and explain why, based on the
facts and standards applied. Regulation 33 requires that this decision, whether to
offer or not, is communicated within 120 working days of the concern being
notified, or as soon as practicable with reasons if exceptional circumstances

apply.

401. Make clear, in plain words, that limitation is paused during this period but will
restart either once any offer has been accepted or rejected, or after nine months
if no response is received, or where no offer is made, nine months from the date
the decision not to make an offer was communicated (Regulation 30). If an offer
is accepted, explain that settlement will be by formal agreement and will include a
legal waiver of the right to bring court proceedings for the same qualifying issue
(Regulation 33(e)). Where the person is a child or lacks capacity, explain that
court approval is required and that the NHS will pay the reasonable legal costs of
obtaining that approval (Regulation 33(f)—(g)).

402. Throughout, maintain an open, supportive tone. Re-offer advocacy through
Llais and confirm access to free, independent legal advice as required by
regulation 32.

403. Provide the name and contact details of a person who will stay in touch and
answer questions. Invite the person to meet with you and their family or
supporters to talk through the decision and next steps. This ongoing dialogue is
part of being candour-compliant and aligns with Public Services Ombudsman for
Wales standards for respectful, dignified communication.

404. Whether you are communicating the outcome of an investigation or a Redress
decision, the principles are the same: be compassionate, be clear, and be
compliant. Acknowledge the person’s experience, explain what you did and why,
apologise where standards were not met, and set out what will change.

405. Use plain language, avoid jargon, and define any necessary technical terms.

Meet the statutory timescales, offer advocacy and legal advice, and keep the
person informed.
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406. These are legal duties under the Principal Regulations (as amended),
reinforced by the Duty of Candour and Public Services Ombudsman for Wales
remedy principles. Done well, this approach reduces escalation risk, strengthens
trust, and demonstrates the NHS’s commitment to openness, fairness, and
learning.

Concerns about the care of adults at risk

407. The ethos of putting the person at the centre of this process of listening and
acting, followed by investigation and reporting, followed by learning is key to the
approach to be adopted with those who are considered at risk and require
careful consideration and adaptations to the manner in which the system listens
to and responds to their concerns or concerns about those deemed to be at risk.

408. NHS bodies must assess and adapt the access pathways for those who are
less able to raise concerns or who lack capacity or are physically and
emotionally vulnerable.

409. All NHS Wales staff (clinical and nonclinical) in NHS bodies who might receive,
triage, investigate, communicate or escalate a concern involving a person who
may be vulnerable (adult at risk under the Social Services and Wellbeing
(Wales) Act 2014, or any child/young person) must be clear about key
differences and considerations and actions they should take and their
responsibilities to escalate and report concerns.

410. If the concern signals imminent or ongoing harm or allegations are made
expressing concerns about abuse or harm, all staff within health boards, Trusts,
Primary Care practices must treat these as an urgent safeguarding matter. This
entails making urgent referrals to the local authority (adults/children) and police
where indicated; Staff must not not let the “Listening to People” actions interfere
with statutory safeguarding duties or actions.

411. When concerns are raised by another person, who is not the patient, who is
considered to be at risk, consideration must be given to the relationship to the
patient and whether the patient has capacity to consent to release their
confidential information or whether there is a genuine best interest.

412. If a safeguarding enquiry, criminal investigation or proceedings are underway or
begin in relation to the matter, the responsible body must take advice from the
lead police officer or Safeguarding lead at the local authority safeguarding hub
on whether to suspend ER or the investigation in stage 2 for as long as
necessary (See section on Requlation 24A) in order not to undermine or
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conflict with the safeguarding or police enquiry.

413. Careful thought and preparation around communication and active listening and
observation with people at risk and with those who are with them may be
needed. As well as careful assessment to understand the nature of the concern
being raised and whether it require immediate action or escalation. Wider
discussion with senior clinicians or leaders is often helpful with regards to these
concerns with an aim to reach consensus on the appropriate action to take.

414. The active offer of advocacy is required to enable the person to be supported
throughout the process and to ensure they are able to be adequately heard,
understood and for them to be offered opportunities to understand and
participate fully in the process.

415. Involve the person/family meaningfully, including in-person offers to discuss
progress/outcomes.

416. Ensure the person’s support staff are involved to help gain the full picture of the
person’s needs and wishes; consider the need for independent medical advice.

417. For moderate/severe harm or death incidents, where the responsible body has
determined during the investigation that independent medical advice is not
required, the responsible body must record its reasons for that determination.

418. All responsible bodies must ensure that local policies implementing this
guidance include:
e Immediate referral routes for suspected harm, abuse and neglect,
e Defined roles and decision —makers for invoking Regulation 24(A)
e Processes for recording safeguarding referrals within Datix/LTP systems
e Regular oversight and review of any suspended investigations

It is imperative that each responsible body and regional safeguarding boards ensure
consistent implementation of these processes and monitor each organisations
reporting data to provide that assurance.

Children and young people —raising concerns and
responding to them

Upholding the Rights and Welfare of Children and Young People in the
Context of Concerns

Core Principles and Legal Rights

418. The welfare, dignity, and rights of children and young people must be central to
all healthcare interactions, particularly when concerns are raised about their
care. This includes circumstances where a patient safety incident has occurred
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or where the Duty of Candour has been legally triggered.

419. Professionals must ensure that children and young people are:

¢ Fully informed and actively involved in decisions about their care, where they
have the capacity and desire to do so.

e Supported in understanding what has happened, why it happened, and what
will happen next.

e Protected from further harm through sensitive, age-appropriate
communication and safeguarding practices.

420. These principles are underpinned by the United Nations Convention on the
Rights of the Child (UNCRC):

e Article 12: Right to express views freely in all matters affecting them.
e Article 13: Right to receive and impart information.

e Article 24: Right to the highest attainable standard of health.

Psychological Safety and Emotional Impact

421. Children and young people may experience significant emotional distress when
incidents are not clearly explained or when they feel excluded from discussions.
This can manifest as:

e Anxiety and fear due to uncertainty.
e Frustration and anger from feeling unheard.

e Mental stress from unresolved concerns.

422. Professionals must proactively address these risks by fostering open, honest,
and compassionate communication, ensuring that the child or young person
feels safe, respected, and understood and providing support through advocacy
and/or parent/guardian involvement.

Communication Standards

423. All communication with children and young people must be:
e Open, transparent, and truthful, in line with the Duty of Candour.

e Tailored to the child’s age, developmental stage, healthcare experience, and
mental capacity.

e Sensitive and timely, avoiding unnecessary delays that may increase distress.

¢ Inclusive, involving parents or guardians where appropriate, and using
advocates when needed.
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424. Where possible, professionals with expertise in paediatric communication
should be involved to ensure that discussions are conducted in a way
that minimises harm and maximises understanding.

Involving Parents, Guardians, and Advocates

425. Even when a child is deemed Gillick competent or a young person has mental
capacity, they should be encouraged to involve their parents or guardians in
discussions relating to concerns around care or treatment, unless doing so
would be detrimental to their wellbeing.

426. Children and young people should have an active choice and voice in their
treatment that would include where concerns have been raised about their care.
Consideration of the young person’s preferred advocate should be given whilst
balancing the need for those with parental responsibility to be involved.

427. Parents and guardians:

e Provide essential emotional support.
o Offer valuable insights into the child’s needs and preferences.
e Can help facilitate constructive dialogue with the healthcare team.
428. Where parental involvement is not possible or appropriate, an independent

advocate should be considered to support the child or young person.

429. Information or resources surrounding Gillick competency should be made
available for young people to access.

Assessing Competency and Consent

430. For children under 16, professionals must assess Gillick competency to
determine whether the child has sufficient maturity and understanding to make
decisions about their care.

e This assessment must be conducted by a trained healthcare professional.

e |If the child is not Gillick competent, decisions must be made in consultation
with a parent or legal guardian.

e The child’s or young person’s views must be listened to and respected, with
support provided to help them understand the situation.

431. All decisions regarding competency and consent must be clearly documented,
and any decisions to withhold information must be regularly reviewed.
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Safeguarding and Legal Obligations

432. Safeguarding principles must be upheld at all times. If concerns about a child or
young person’s safety arise during discussions, professionals must:

e Follow statutory safeguarding procedures.
e Make appropriate referrals to safeguarding teams or authorities.

e Ensure that the child’s best interests are prioritised in all actions taken.

Responding to the concerns raised by Children and Young People

433. When a child or young person raises a concern about their care, responsible
bodies must adopt a child-centred, rights-based approach that prioritises
emotional safety, legal compliance, and meaningful engagement. The process
must be designed to empower the child or young person to express their
concerns freely, understand their rights, and participate in the resolution process
in a way that is appropriate to their age, capacity, and preferences.

434. To facilitate this, NHS bodies must ensure that trained advocates—such as
those provided by Llais or other children’s advocacy services—are available to
support children and young people throughout the concerns process. These
advocates should have specific expertise in communicating with children and
young people, and in helping them articulate their concerns and desired
outcomes.

435. When a concern is raised by a child or young person, the NHS body must
carefully consider whether and how to notify the person with Parental
Responsibility (PR). Notification should only occur if it does not conflict with the
child or young person’s rights or safety. Specifically, notification must be withheld
if the child or young person has explicitly requested confidentiality and has been
assessed as competent to make that decision. This includes those aged 16 or
over who do not lack capacity under the Mental Capacity Act 2005, or those
under 16 who are deemed Gillick competent. Additionally, notification must not
occur if it would pose a risk to the child’s wellbeing, if there is no overriding legal
obligation to disclose, or if the child is a Ward of Court or under the jurisdiction of
the Court of Protection.

436. Where notification is appropriate, the child or young person should be given the
choice to either disclose the concern themselves—with support from the NHS
body—or to have the NHS body make the disclosure on their behalf. This
respects their autonomy while ensuring that the person with PR is appropriately
informed.

437. In cases where the concern is raised by a parent or guardian, and the child or

young person is considered Gillick competent, the NHS body should offer
support to the parent or guardian in discussing the concern with the child. This

89



ensures that the child remains central to the process and that their views are
acknowledged and respected.

438. If the concern is raised by someone other than the child, young person, or their
parent or guardian, the NHS body must first notify the person with PR. It must
then assess whether the child or young person is competent to be involved in
the process and, where appropriate, include them in discussions about the
concern.

439. A listening discussion should be offered as an early step in the resolution
process. This meeting should be designed to explore the nature of the concern,
identify what went wrong, and understand what the child or young person would
like to see happen as a result. The meeting should be inclusive, involving both
the child or young person and their parent or guardian unless confidentiality or
safeguarding concerns prevent this. The format of the meeting should be
adapted to the child’s communication needs, using visual aids, simplified
language, or interactive tools as necessary. The goal is to create a safe space
where the child or young person feels heard and supported.

440. Throughout the process, the NHS body must keep the child or young person’s
desired resolution central to its approach. This includes recognising that children
and young people may need help identifying the specific problems in their care
and articulating how they would like these to be resolved. Staff should be trained
to facilitate these conversations in a way that is empowering and non-
intimidating.

441. When a concern progresses to Stage 2 (Investigation), the NHS body must
ensure that all reports and outcome letters are written in language that is
accessible to children and young people. Advocacy support should be offered to
help them understand the findings and any redress being proposed. The child or
young person should be given the option to receive the report directly, and the
person with PR should also be informed where appropriate.

442. To ensure accessibility and inclusivity, responsible bodies must provide
alternative channels for children and young people to raise concerns, in addition
to traditional methods such as phone calls, emails, and written complaints.
These channels must be secure, confidential, and monitored by staff trained in
safeguarding and youth engagement. Promotional materials should be
developed in youth-friendly formats to explain how concerns can be raised, what
rights children and young people have, and what outcomes they can expect.

443. Finally, all decisions regarding notification, consent, and competency must be
clearly documented. This includes records of Gillick or capacity assessments,
the rationale for decisions not to disclose, and details of advocacy involvement.
Any decisions to withhold information must be regularly reviewed, especially if
the child’s circumstances change. Safeguarding principles must be upheld
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throughout, and any concerns about a child’s safety identified during the
concerns process must be escalated in accordance with statutory procedures.

Role of the Public Services Ombudsman for Wales

444. The Public Services Ombudsman for Wales was established under the Public
Services Ombudsman (Wales) Act 2005, with its powers and responsibilities
modernised by the Public Services Ombudsman (Wales) Act 2019 (“the 2019
Act’). This legislation provides the framework for the Ombudsman’s role, which
includes investigating complaints about Welsh public services, including NHS
care and treatment. The Ombudsman acts as an independent body when local
resolution has not been achieved. The PSOW also works with public bodies to
improve complaint handling through its Complaints Standards Authority (CSA)
function.

445, Patients or their representatives should raise concerns with the responsible
body in the first instance. If they remain dissatisfied, they may refer the matter to
the PSOW, usually within one year of the incident or of becoming aware of it.
The Ombudsman can also consider certain complaints involving privately funded
care where specific criteria are met. Responsible bodies must ensure that all
patient-facing materials include the current PSOW contact details and remove
any outdated information.

Responding to Ombudsman Reports under the 2019 Act

446. When the PSOW issues a report following an investigation, NHS bodies have a
statutory duty to respond and demonstrate compliance.

447. The 2019 Act requires that:

1) There is provision of an acknowledgement and Action Plan: Upon receipt of a
draft report, NHS bodies must review proposed recommendations, consult
relevant teams, and provide comments within the deadline set by the
Ombudsman. This is the opportunity to raise concerns about feasibility,
duplication of existing actions, or suggest improvements.

2) Final Report Compliance: Once the final report is issued, the body must
confirm acceptance of the recommendations and provide evidence of
implementation within the timescales specified. Evidence may include copies
of apology letters, amended policies, training records, or proof of systemic
changes.

3) Provide evidence Submission: It is not sufficient to state that actions have
been completed; documentary evidence must be provided. If deadlines
cannot be met, the organisation must inform the Ombudsman promptly and
request an extension.

91



4) When there is a Failure to Comply: If an NHS body does not comply without
good reason, the Ombudsman may issue a special report, which will be
publicised and reported to the Senedd. This can have reputational and
governance implications.

5) Embed Learning and Improvement: Recommendations often include systemic
improvements such as policy updates or staff training. NHS bodies must
ensure these are embedded and monitored for effectiveness.

6) consider and plan for publicity and reporting: Under the 2019 Act, certain
reports (e.g., public interest reports) must be published by the Ombudsman
and the organisation. NHS bodies must also share reports internally with
governance teams and externally with Welsh Government as required.

Duty to ensure responsible bodies are learning

from concerns

448. This sets out how responsible bodies will systematically learn from concerns so

that there is a reduction in adverse events and avoidable harm for patients,
service users, carers, and staff. The learning networks are supported by Welsh
Risk Pool however each organisation is charged with ensuring the valuable
lessons from concerns management are integrated into the quality management
system and into day-to-day practice for all services, including those delivered by
or with primary care contractors and independent providers. Learning should be
shared on an All-Wales basis to improve system learning across the NHS.

449. Legal basis: regulation 49(1) requires each responsible body to have

arrangements to review the outcome of any concern investigated under the
Principal Regulations and to ensure identified deficiencies are acted upon and
monitored so that lessons learned are identified and disseminated throughout
the organisation to improve services and avoid recurrence.

450. Regulation 49(2) places responsibility for the operation of these arrangements

with the person who has strategic oversight designated under regulation 6.
Additional complementary duties are set out elsewhere in the Principal
Regulations, including the instruction to have a responsible officer with strategic
and operational oversight and a senior investigations manager (regulations 6, 7
and 8) and requirement in the standards of investigations and in the responses
from investigations to include the learning obtained (regulations 23 and 24).

451. Therefore, organisations must have working arrangements that review, act,

monitor and spread learning from every investigated concern, embedding it in
each service. Organisations must evidence these activities through routine
monitoring of assurance and annual reporting (regulations 50 and 51).
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Principles

452. Learning is one of the key products from handling concerns. Every concern will
produce a clearly articulated learning output (insight, action, control, or
assurance) even where no fault or error is found.

453. Learning is timely (aligned to investigation milestones), proportionate (to
harm/complexity), inclusive (co-produced with those affected), and safely shared
(respecting data-protection).

Learning from Concerns

454,

1) Capture & Classify — On receipt, code each concern to enable aggregation
(service, theme, contributory factors, harm). Ensure early-resolution cases
(regulation 22A) that do not proceed with investigation are not lost from the
learning pipeline.

2) Investigate for Insight — Investigations (regulation 23) will explicitly identify system
conditions and contributory factors, not just root causes. Where moderate/severe
harm or death occurs, the duty to consider whether independent medical advice
is needed to support the investigation (regulation 23) and record reasons if it is
not required (regulation 50(aa)) means a greater insight might be available to
enhance Organisational learning.

3) Synthesis — Translate findings into clear lessons and risk controls (process
change, training, environment, technology, policy). Each case will produce a
Learning Summary.

4) Decide & Approve Actions — For every lesson, set SMART actions with owners,
due dates and measures. Actions arising from concerns linked to potential
qualifying liability/redress must align with Parts 6 and 7 timelines.

5) Implement & Support — Provide resources and change-management support.
Where staff are involved in the concern, ensure support and learning (regulation
23(1)(d)).

6) Monitor for Effect — Track completion and effectiveness (process compliance and
outcome/quality signals). This fulfils regulation 49(1) requirement to monitor that
deficiencies are addressed and to prevent recurrence.

7) Spread & Assure — Share lessons throughout the organisation (regulation 49(1))
and, where appropriate, across care networks. Provide assurance through the
Quality & Safety Committee and include outputs in the Annual Report (regulation
51).

Roles, governance and accountability

Board & Committee

455. The person with strategic oversight (regulation 6) will ensure there is a
documented learning framework, regularly reviewed for effectiveness. The
Quality & Safety Committee (or equivalent) should receive a Learning from
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Concerns data and thematic briefing summarising key lessons, actions, and
confirmation of spread.

Executive & Operational Leads

456. The Responsible Officer (regulation 7) will ensure a single, integrated
governance route from concern to action to assurance—spanning investigations,
redress (Part 6) and reporting. Senior Investigations Managers (regulation 8) will
lead the pathway, guaranteeing quality, timeliness, staff support, and
co-production with people and families. Clinical Directors/Heads of
Nursing/Service Managers will implement evidence actions, confirm
effectiveness, and ensure local dissemination.

457. All staff are expected to engage with learning activities (safety huddles,
debriefs, training) and to adopt new or revised controls promptly once agreed.
Organisations should consider a trauma-informed approach when including staff
and provide holistic support for them.

Reporting on the Listening to People process and
integrating into the Quality Management system

458. To ensure effective compliance with the Principal Regulations throughout the
year, responsible bodies must establish robust internal reporting mechanisms
that allow for real-time monitoring, escalation, and governance oversight. These
mechanisms should be designed to capture both the volume and nature of
concerns raised, track resolution progress, and identify emerging risks or
patterns that require attention. Internal reporting must be structured to support
operational responsiveness while also feeding into strategic oversight structures
such as the Quality and Safety Committee and the Board.

459. Concerns should be logged immediately upon receipt in the OFWCMS system,
with key data points including the category of concern, severity, source (e.g.,
patient, family, staff), and whether the concern involves primary care or
independent healthcare providers. Each concern must be linked to a listening
discussion, where expectations, timeframes, and desired outcomes are agreed
and documented. This initial data forms the basis for ongoing monitoring and
should be reviewed regularly by the concerns and patient experience team.

460. Monthly internal reports should be generated that summarise the number of
concerns received, resolution status, overdue cases, and compliance with
agreed timeframes. These reports should also include qualitative insights from
feedback surveys and peer reviews, highlighting areas where standards were
met or where improvements are needed. The Responsible Officer must ensure
that these reports are reviewed by the operational leadership team and
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escalated to the Quality and Safety Committee where concerns indicate
systemic issues, repeated failures, or risks to patient safety.

461. The Quality and Safety Committee should receive a structured report each
quarter that includes trend analysis, thematic learning, and compliance metrics.
This report should also highlight concerns involving external providers and detail
how these have been managed and integrated into the organisation’s learning
processes. Where concerns indicate a breach of duty, failure to meet regulatory
standards, or a risk of reputational harm, the Responsible Officer must escalate
these directly to the Board or equivalent of the responsible body, with
recommendations for action.

462. The Board must be kept informed of the overall performance of the concerns
system, including how learning is being embedded into the Quality Management
System. The Responsible Officer is accountable for ensuring that the Board
receives timely and accurate information, and that decisions taken at Board level
are informed by the lived experiences of patients and families. This includes
presenting the annual report but also ensuring that interim updates throughout
the year reflect the organisation’s responsiveness, transparency, and
commitment to improvement.

Annual report

463. In NHS Wales, the annual report is a statutory requirement under regulation 51
of the Principal Regulations. It serves as a comprehensive summary of how
each responsible body has handled concerns over the preceding year, and it
plays a critical role in ensuring transparency, accountability, and continuous
improvement across the health system. The report must include the total number
of concerns notified to the responsible body, including those received under
cross-border arrangements and those involving primary care and independent
healthcare providers delivering NHS-funded care. It must also specify how many
of these concerns were determined to be well-founded and how many were
referred to the Public Services Ombudsman for Wales. Additionally, it is required
to include a summary of the subject matter of concerns notified, any matters of
general importance, and what actions were taken in response to the issues
raised.

464. The process of compiling the annual report begins with the systematic collection
and categorisation of data throughout the year. This includes both quantitative
metrics—such as resolution times, categories of concerns, and redress
outcomes—and qualitative insights from patient and family feedback, peer
reviews, and thematic analysis. For NHS bodies that commission services from
primary care providers or independent healthcare providers, it is essential that
these partners also produce their own annual reports. These must be submitted
to the LHB that arranged the provision of services. The LHB is then required to
incorporate these submissions into its own annual report, ensuring that the
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experiences and outcomes of care delivered by external providers are fully
represented.

465. The integration of these external reports into the responsible body’s annual
report is not a passive exercise. It requires active oversight and coordination to
ensure that the data is complete, accurate, and reflective of the standards set
out in the regulations. This includes verifying that concerns raised about services
delivered by primary care and independent providers have been appropriately
investigated, that learning has been captured, and that any necessary
improvements have been implemented. The responsible body must also ensure
that reporting is consistent with the Duty of Quality requirements, and that the
analysis of trends and themes includes contributions from all service areas,
regardless of the provider.

466. The Responsible Officer plays a pivotal role in this process. As the executive
lead for the concerns system, they are accountable to the Executive Board for
ensuring that the Listening to People process is fully embedded across the
organisation and its commissioned services. This includes overseeing the
collection of data, ensuring compliance with reporting requirements, and
coordinating the integration of external provider reports. The Responsible Officer
must also ensure that the annual report is not simply a retrospective document
but a strategic tool that informs governance, quality improvement, and service
planning. They are responsible for presenting the report to the Executive Board,
highlighting key findings, risks, and opportunities for improvement, and ensuring
that the board takes appropriate action in response.

467. Through the always-on reporting responsibilities, the Responsible Officer
ensures that the organisation remains accountable to the people it serves and
that the insights gained from concerns are used to drive meaningful change. The
annual report thus becomes a vital mechanism for learning, transparency, and
assurance, linking the operational detail of the listening to people process with
the strategic oversight of the Executive Board and the broader governance
framework of NHS Wales.

468. By maintaining a continuous cycle of internal reporting, escalation, and
governance oversight, NHS bodies can ensure that the listening to people
process is not only compliant but also a dynamic driver of quality, safety, and
trust.
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Glossary

Acknowledgement

A formal written confirmation issued by the responsible body not later than 5 working
days after it receives notification of a concern, including the offer of a Listening
Discussion and communication support information. The acknowledgement may be
made in writing or electronically, depending upon how the concern was notified.
Where a concern was notified verbally, the acknowledgement must be in writing.

Advocacy
Independent support offered to people raising concerns; must be actively offered
during the Listening Discussion.

Concern

Any complaint, claim or reported patient safety incident to be handled under the
National Health Service (Concerns, Complaints and Redress Arrangements) (Wales)
Regulations.

Duty of Candour

The NHS Duty of Candour | GOV.WALES: The Duty of Candour is a legal
requirement for NHS Organisations in Wales to be open and honest with service
users receiving care and treatment. This is outlined in the Health and Social Care
(Quality and Engagement) (Wales) Act 2020. The Duty of Candour applies if the care
provided has, or may have contributed to unexpected or unintended moderate or
severe harm, or death.

Duty of Quality

The Duty of Quality in healthcare | GOV.WALES: A legal requirement under the
Health and Social Care (Quality and Engagement) (Wales) Act 2020. It requires
Welsh Ministers and all NHS bodies in Wales to actively consider how their decisions
will improve the quality of health services and enhance outcomes for the population.
The duty must be demonstrated through quality-driven decision-making, using the
Health and Care Quality Standards to plan, deliver, monitor, and continually improve
services.

Early Resolution
Stage 1 (“Listen & Act”). A rapid, proportionate process to resolve straightforward
concerns within 10 working days from acknowledgement.
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Early Resolution Period
A maximum of 10 working days beginning on the day the concern is acknowledged
by the responsible body.

Listening Discussion

A mandatory offer (at the point of acknowledgement) of an in-person discussion,
which may be by telephone, video or face to face conversation, to understand
concerns, communication needs, desired outcomes and suitability for early
resolution.

Llais
The independent citizen voice body in Wales that provides free advocacy and
support to people using health and social care services.

Medical Examiner (ME) Service
A statutory service providing independent scrutiny of deaths prior to registration;
interfaces with LTP processes via specific communication duties.

Notification
The act of informing the responsible body of a concern—whether verbal or written—
which formally begins the concerns process.

Public Services Ombudsman for Wales (PSOW)
The independent organisation that can review complaints about public services in
Wales, including the NHS, if you remain dissatisfied after the NHS investigation.

Qualifying Liability (QL)
Where there is proven personal injury or loss arising out of, or in connection with the
care or treatment of a patient due to the service provided by the responsible body.

Redress

Redress relates to situations where the patient may have been harmed and that
harm was caused by the NHS in Wales. Redress can comprise :

a written apology;

a report on the action which has or will be taken to prevent similar concerns
arising;

the giving of an explanation, and

the offer of financial compensation and/or remedial treatment, on the
proviso that the person will not seek to pursue the same through further civil
proceedings
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Responsible body
A Welsh NHS body; a primary care provider; or an independent provider.

Safeguarding Concern
A concern indicating imminent, ongoing or deliberate harm or abuse, triggering
immediate safeguarding processes independent of LTP timelines.

Stage 2 Investigation (Regulation 23)
A formal, proportionate investigation required when early resolution is not suitable or
unsuccessful.

Vexatious or Frivolous Concern
A concern deemed without merit or intended to disrupt, which may be excluded
under Regulation 14.

Welsh NHS Body

A Local Health Board; or a National Health Service Trust managing a hospital or
other establishment or facility wholly or mainly in Wales; or a Special Health
Authority.
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Appendix 1: Evidence base and further reading

The Listening Discussion
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6. Parliamentary and Health Service Ombudsman. Early resolution: resolving
complaints quickly (NHS Complaint Standards — Good complaint handling guide).
Available at: https://www.ombudsman.org.uk/organisations-we-investigate/complaint-
standards/nhs-complaint-standards/good-complaint-handling-guides/early-resolution-
resolving-complaints-quickly

7. Crocker H, Cromwell DA, Modha S, et al. Patient-reported harm from NHS
treatment or care, or the lack of access to care: a cross-sectional survey of
prevalence, impact and responses. BMJ Quality & Safety. 2025 (online first).
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Communicating Outcomes of Investigations and Redress Decisions

1. Public Services Ombudsman for Wales — Communication about your complaint

2. Public Services Ombudsman for Wales — Remedies

100


https://qualitysafety.bmj.com/content/early/2025/04/02/bmjqs-2024-017213
https://qualitysafety.bmj.com/content/early/2025/04/02/bmjqs-2024-017213
https://www.ombudsman.wales/fact-sheets/communication-about-your-complaint/
https://www.ombudsman.wales/fact-sheets/remedies/

ANNEXES

101



Annex A

The People’s Pledge on NHS Wales Concerns

What You Can Expect When You Raise a Concern:

When you raise a concern about NHS Wales services, we make the following
promises to you.

1. Easy Access, Support and Early Resolution

Our promise to you

You can raise a concern easily through a single, clear point of access.
You will be offered advocacy support from the start.

We will make reasonable adjustments and respect your language choice
(Welsh, English or other).

We will actively consider resolving your concern early, where appropriate,
while making sure this never prevents or delays a formal investigation if one is
needed.

2. Respect, Compassion and a Person-Centred Approach
Our promise to you

You will be treated with respect, dignity and compassion at every stage.

We will listen to what matters to you and will involve you in how your concern
is handled.

You will be offered a listening discussion, so your concerns, wishes and
expectations are clearly understood.

We will be open, honest and accountable in our approach.

3. Clear Information, Communication and Updates

Our promise to you

We will explain how the concerns process works, the options available, and
what to expect.

You will be given a named contact who is responsible for your concern.

We will tell you how long things are likely to take and keep you informed if
timescales change.

Your privacy and confidentiality will be respected, and we will explain if
information needs to be shared, with whom and why.

4. Timely, Fair and Evidence-Based Handling

Our promise to you
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Your concern will be assessed carefully and handled proportionately, without
unnecessary delay.

If there is a serious risk of future harm, we will act and escalate appropriately.
We will consider your concern fairly and without bias, based on the evidence.
Where appropriate, we may jointly instruct an independent medical expert.

Any decision to limit how a concern is handled because it is considered
vexatious or frivolous will be exceptional, justified, recorded and explained to
you.

5. Clear Outcomes, Meaningful Responses and Redress

Our promise to you

We will say sorry when things have gone wrong and explain what will be done
to address and resolve the issues identified.

You will receive a clear written response that addresses each issue you
raised.

We will offer an outcome meeting to explain what we found and how decisions
were reached.

If redress is being considered, we will signpost you to funded legal support
where appropriate.

6. Learning, Improvement and Independent Scrutiny

Our promise to you

We will use your concern to learn and improve services, helping to reduce
future harm.

We will explain what has been learned and what has changed, as a result of
your concern.

We will consider whether independent medical or other advice is needed as
part of an investigation into moderate or severe harm or death. We will record
clearly our reasons if it is not needed

7. Accountability, Transparency and Your Right to Review

Our promise to you

NHS organisations will be accountable for how your concern is handled.

Accurate records will be kept, and learning will be shared openly through
annual reporting.

If you remain unhappy, we will clearly explain how to seek further review,
including your right to approach the Public Services Ombudsman for Wales.
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