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Preface

The National Open Disclosure Framework (Framework) is an initiative of the
Department of Health (DOH) which aims to promote a clear and consistent
approach by health and social care service providers, and other organisations
where appropriate, to open communication with patients/service users and
any relevant support person following a patient safety incident or an adverse
event. This includes a discussion about what has happened, why it happened,
and what is being done to prevent it from happening again. The Framework
was prepared by the National Patient Safety Office (NPSO) of the DOH

and informed by recommendations from the Independent Patient Safety
Council (IPSC) which were developed based on independent research and
consultation undertaken by consultants during 2020.

The Framework is designed to provide overarching principles and a national,
consistent approach to open disclosure in health and social care in Ireland
which can then be drawn from to suit the needs of the various organisations,
i.e., across public and private health and social care service providers, service
regulators, health and social care professional regulators, health and social
care educators and other relevant bodies and organisations. It is designed

to be used in the development, or upgrading, of an organisation’s internal
policies, processes, and practices regarding patient safety incidents and
adverse events, and to facilitate open communication. The Framework

has been developed for application in a wide range of health and social

care services and health and social care agencies and as such, individual
organisations will need to consider implementing the process outlined in

this Framework within their existing internal policies, which may need to be
changed or upgraded to facilitate the open disclosure process.

The Framework guides the operational procedures and standards which
determine how patients/service users, their families, or support persons and
carers are communicated when something goes wrong in the course of their
care. The Framework leads relevant health and social care service providers
through the substantial culture change required to improve patient/service
user outcomes and experience in this area. The Framework also recognises
and guides developments in the substantial education and learning changes
required to enable these improvements.
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B Introduction

The majority of services provided by health and social care organisations are safe and result in good outcomes,
both for those receiving and for those providing these services. However, health and social care are complex
and, sometimes despite best efforts, things can go wrong. Patients/service users may experience harm as a
result. When things go wrong it may be due to a combination of factors including the vulnerability of those
receiving care, the fallibility of those providing care, and the dynamic and complex nature of the health and
social care environment.

When something has gone wrong with patient/service user care, this is referred to as a patient safety incident
or adverse event, and open disclosure is the professional, ethical, and humane response to patients/service
users and their support persons involved in and affected by patient safety incidents or adverse events.

The Framework applies to patient safety incidents and adverse events and reflects the importance of the right
of patients/service users and their support persons to have full knowledge about their health and social care, as
and when they so wish, and to be informed about any failings in that care process, however, and whenever they
may arise.

The ethos of this Framework is to ensure that the rights of all patients/service users and health and social care
staff involved in and affected by patient safety incidents and adverse events are met and respected and that
they are communicated in an honest, open, timely, compassionate, and empathic manner and that they are
treated with dignity and respect.

W3 What is Open Disclosure?

Open disclosure is defined by the Health Service Executive (HSE) ‘an open, consistent, compassionate, and timely
approach to communicating with patients and, where appropriate, their relevant person following patient safety
incidents. It includes expressing regret for what has happened, keeping the patient informed, and providing reassurance
in relation to on-going care and treatment, learning, and the steps being taken by the health services provider to try to
prevent a recurrence of the incident’ !

Open disclosure is described by the Australian Commission on Safety and Quality in Healthcare as ‘the open
discussion of incidents that result in harm to a patient while receiving health care. The elements of open disclosure are
an expression of regret, a factual explanation of what happened, the potential consequences and the steps being taken
to manage the event and prevent recurrence. ?

Healthcare Improvement Scotland, in its ‘Being Open Framework’, states ‘that open and effective communication
with people should begin at the start of their care and continue throughout all the care they receive. This should be

no different when an adverse event happens. Being open when things 3o wrong is key to the partnership between
patients and those who care for them. We have a professional duty to acknowledge when something has gone wrong
and provide an honest explanation. Openness about what happened and discussing adverse events promptly, fully, and
compassionately can help people cope better with the after-effects of adverse events.

1 HSE Open Disclosure Policy (2019) https:/www.hse.ie/eng/about/who/qgid/other-quality-improvement-programmes/opendisclosure/
hse-open-disclosure-full-policy-2019.pdf

2 Australian Open Disclosure Framework (2013)
https:/www.safetyandquality.gov.au/sites/default/files/migrated/Australian-Open-Disclosure-Framework-Feb-2014.pdf
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Being open involves:

- acknowledging, apologising, and explaining when things go wrong

- if appropriate, conducting a thorough review into the adverse event which involves patients, families, carers, and
staff, and aims to identify lessons that will support improvements and help prevent the adverse event from being
repeated, and

- providing support for those involved to address any physical and/or psychological consequences of what happened™

The results of the public consultation on the Framework show
that 97% of the respondents are in favour (69% strongly agree

and 28% agree) of an open disclosure policy to be in place in all
health and social care services in Ireland.
(Framework Public Consultation 2022)

(I What is a Patient Safety Incident?

A patient safety incident, in relation to the provision of a health service to a patient by a health services
provider, means “an incident which occurs during the course of the provision of a health service” which:

a) has caused an unintended or unanticipated injury, or harm, to the patient

b) did not result in actual injury or harm to the patient but was one which the health services provider has
reasonable grounds to believe placed the patient at risk of unintended or unanticipated injury or harm
or

¢) unanticipated or unintended injury or harm to the patient was prevented, either by “timely intervention or by
chance”, but the incident was one which the health services provider has reasonable grounds for believing
could have resulted in injury or harm, if not prevented (Civil Liability (Amendment) Act 2017).

Therefore, a patient safety incident includes harm events, no harm events, and near miss events.

W3 \What is an Adverse Event?

An adverse event is an incident which resulted in harm that may or may not be the result of an error.*

3 Healthcare Improvement Scotland ‘Being Open Framework’ (2015) http:/www.healthcareimprovementscotland.org/our_work/govern-
ance_and_assurance/learning_from_adver se_events/being_open_guidance.aspx

4 HSE Open Disclosure Policy (2019) https:/www.hse.ie/eng/about/who/qgid/other-quality-improvement-programmes/opendisclosure/
hse-open-disclosure-full-policy-2019.pdf
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(B3 Principles of Open Disclosure

This Framework was developed within complex and dynamic processes. It attempts to address the issues
and concerns of patients/service users, health and social care professionals, managers and organisations, and
other key stakeholder groups. Several themes were consistently identified throughout the consultation and
independent research which informed the recommendations of the IPSC and have become the principles on
which the Framework is built.

They include the following:

Supporting
Health and Social
Care Staff

Patient/Service
User and
Support Persons’
Entitlements in
Open Disclosure

Open, Honest, The Importance of
Compassionate, Good Clinical and

and Timely PRINCIPLES OF Corporate Governance
Communication OPEN DISCLOSURE for Open Disclosure

A summary of the principles is provided in Chapter 3.

KEY MESSAGE

The Framework aims to promote a clear and consistent approach by health
and social care service providers, and other organisations, where appropriate,
to open communication with patients/service users and their support persons
following a patient safety incident or an adverse event.

The Framework is designed to be used in the development, or upgrading, of an organisation’s internal
policies, processes, education and training, and practices regarding patient safety incidents and adverse
events.

The Framework ensures that the rights of all patients/service users and health and social care staff
involved in and affected by patient safety incidents and adverse events are met and respected.

Open disclosure is an open, consistent, compassionate, and timely approach to communicating with
patients/service users and, where appropriate, their support persons following patient safety incidents

or adverse events.
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yS W Development & Implementation of the Framework

The Framework is underpinned by evidence, practice in other jurisdictions, and recommendations from the
Independent Patient Safety Council.

2.1.1 Role of the Independent Patient Safety Council (IPSC)

The IPSC was appointed by the then-Minister for Health, Simon Harris T.D., and met for the first time in January
2020. The IPSC was appointed to provide advice and guidance to the Minister for Health from a broad range of
perspectives on the development of patient safety policy. One of the first areas of focus for the IPSC was the
development of recommendations in respect of a national policy framework on open disclosure in health and
social care.

Crowe lIreland, a consultancy firm, was commissioned in April 2020 by the DOH to research evidence and
provide support to the IPSC in relation to the development of recommendations to the Minister for Health for a
national policy framework on open disclosure in health and social care in Ireland. The IPSC engaged in a process
of drafting and refining recommendations and opted to present the recommendations grouped around key
principles. In making these recommendations, the IPSC recognised that considerable work had been undertaken
in the HSE to improve the organisation’s approach to open disclosure, and the recommendations intended to
build and expand on existing practice and support further development through a national policy framework.

The full recommendations of the IPSC can be read online here (https:/www.gov.ie/en/publication/6d9878-the-

independent-patient-safety-council/#recommendations-to-the-minister-on-a-national-policy-framework-for-

open-disclosure-in-healthcare-in-ireland).

2.1.2 Role of Department of Health (DOH)

The Department of Health (DOH), using the recommendations of the IPSC, developed this national policy
framework for open disclosure in health and social care in Ireland. The Framework aims to provide a unified
and consistent approach to open disclosure across public and private health and social care service providers,
service and health and social care professional regulators, health and social care educators, and other relevant
bodies and organisations.

2.1.3 Role of Individual Organisations

It is the responsibility of each relevant organisation to adopt the Framework and to embed positive open
disclosure cultures and behaviours into practice. Individual organisations will need to identify mechanisms and
initiatives that support the consistent, coherent, and sustainable implementation of open disclosure in line with
the principles of this Framework. Each relevant organisation will be required to submit an annual report to the
Minister for Health regarding their implementation of open disclosure and compliance with the Framework. The
monitoring and evaluation of the implementation of the Framework and the specific reporting requirements for
individual organisations are explained in more detail in Chapter 7.

The Framework applies to the following organisations and individuals:
- Health Service Executive

-+ Voluntary Hospitals

- Private Hospitals

+ Nursing Homes

- Residential Care Settings

-+ Outpatient Health Services
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+ Primary Care Health Services

-+ National Ambulance Service

- Health Information and Quality Authority

- Mental Health Commission

- Irish Medical Council

- CORU

- Nursing and Midwifery Board of Ireland

- Dental Council of Ireland

- Pharmaceutical Society of Ireland

- Pre-hospital Emergency Care Council

- Education and Training Bodies

- Providers of Health Service Workers

- All other providers of health and social care services, including private practitioners
regulated by any of the professional and service regulators listed above.

The results of the public consultation on the Framework show that
95% of the respondents highly support (62% strongly agree and 33%
agree) that all relevant organisations and individuals should promote
and support the embedding of the Open Disclosure Framework.
(Framework Public Consultation 2022)

Evidence & Practice in other Jurisdictions

Open Disclosure, in the context of Irish health and social care, is the term that has been adopted in Ireland to
describe the broad processes which relate to patients/service users being informed of patient safety incidents
and adverse events which arose in relation to the health and social care which they have received. Other terms
are in use in other jurisdictions, for example, “open communication” or “duty of candour” or “being open”.

2.2.1 Duty of Candour in Scotland

The Scottish Government’s organisational Duty of Candour provisions within the Health (Tobacco, Nicotine,
etc. and Care) (Scotland) Act 2016 (The Act) and The Duty of Candour Procedure (Scotland) Regulations 2018
set out the procedure that organisations providing health services, care services, and social work services in
Scotland are required by law to follow when there has been an unintended or unexpected incident that results
in death or harm (or additional treatment is required to prevent injury that would result in death or harm). The
‘duty of candour’ creates a legal requirement for health and social care organisations to inform people (or their
families/carers acting on their behalf) when they have been harmed (physically or psychologically) as a result of
the care or treatment they have received. A number of criteria must be met in order for the duty of candour
procedure to be activated. It is the responsibility of the individual organisation to activate the duty of candour
procedure and to assess if the specified criteria have been met. Organisations set out in an annual report the
way that the duty of candour procedure has been followed for all the cases that they have identified.

National Patient Safety Office (Advocacy & Legislation)
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2.2.2 Duty of Candour in England

The Duty of Candour is a statutory duty to be open and honest with patients or their families, when something
goes wrong that appears to have caused or could lead to significant harm in the future. It applies to all health
and social care organisations registered with the regulator, the Care Quality Commission (CQC) in England. The
duty of candour specifically relates to notifiable patient safety incidents, which are defined in the regulations.
It is the responsibility of the individual organisation to investigate individual patient safety incidents, while the
CQC ensures that individual providers are fulfilling their responsibilities in relation to the duty of candour.

2.2.3 Open Disclosure in Australia

The Australian Open Disclosure Framework is a national initiative of the Australian, and state and territory
governments, in conjunction with private health services, through the Australian Commission on Safety and
Quality in Health Care (the Commission). It is intended to contribute to improving the safety and quality

of health care. Open Disclosure is mandated in the National Safety and Quality Health Service (NSQHS)
Standards, and the Australian Open Disclosure Framework has been endorsed by the Australian Health Minister
as a resource to support organisations in developing open disclosure processes and policies.

I Current Legislative Context in Ireland

A range of policies, legislation, guidelines, and requirements in relation to open disclosure and associated issues
(such as serious incident management) exist across the health and social care sector.

2.3.1 Civil Liability (Amendment) Act 2017

The current legislative foundation for open disclosure is the Civil Liability (Amendment) Act 2017. The Act sets
out the general way in which open disclosure should operate. The Act is clear that undertaking open disclosure
and the provision of an apology in line with the provisions of the Act does not invalidate insurance, constitute
an admission of liability or fault, and is not admissible in proceedings. It also provides for the process to be
followed when open disclosure takes place. By including these protections, the 2017 Act was designed to
support open disclosure by providing a mechanism to allow health practitioners to engage openly and provide
comprehensive information about the patient safety incident at an open disclosure meeting without concern
that this communication would comprise an admission of liability or invalidation of indemnity cover in the event
of legal proceedings.

The Civil Liability (Amendment) Act 2017 allows for voluntary disclosure and does not include a requirement
for mandatory reporting of open disclosure incidents. The protections of the act can only be availed of if

the process as set out is followed. This process is clearly detailed and involves completing documentation in
advance of any open disclosure meeting taking place. If this process is not followed, health practitioners cannot
avail of the protections of the Civil Liability (Amendment) Act 2017.

2.3.2 National Treasury Management Agency (Amendment) Act 2000

Under section 11 of the National Treasury Management Agency (Amendment) Act 2000 all health providers
with indemnity provided by the State Claims Agency (SCA) must report any adverse incident to the Agency as
soon as possible. The system used to capture this information is the National Incident Management System
(NIMS). This system is used by HSE-funded hospitals to report clinical and non-clinical incidents.

2.3.3 Patient Safety (Notifiable Incidents and Open Disclosure) Act 2023

The Patient Safety (Notifiable Incidents and Open Disclosure) Act 2023 is designed to build on the 2017 Act.
The Act provides for mandatory open disclosure by health and social care service providers and health and
social care practitioners of certain patient safety incidents and adverse events.

National Open Disclosure Framework (2023)



The Act includes a list of notifiable patient safety incidents that are externally reportable to the Health
Information and Quality Authority (HIQA), Chief Inspector of Social Services (CISS), and the Mental
Health Commission (MHC). This external reporting is designed to contribute to learning and system-wide
improvements. The 2023 Act extends the reporting requirements for notifiable patient safety incidents to
private hospitals.

The Act sets out the procedures explaining how health and social care services providers should organise open
disclosure with patients/service users in the case of a notifiable patient safety incident. The obligation to carry
out open disclosure and notify the appropriate regulator will be on the health and social care service provider.
Failure to comply with the legislation without reasonable excuse shall be an offence. Whilst this offence applies
to health and social care service providers rather than health and social care practitioners, as defined within
the Act, it must be noted that health and social care practitioners practising as health and social care service
providers may also be liable.

The Patient Safety (Notifiable Incidents and Open Disclosure) Act 2023 completed its passage through the
Oireachtas in spring 2023 and was signed by the President on the 2nd of May 2023.

yX: 3 Current Policy Context in Ireland

Open disclosure policies are in place in some, but not all, health, and social care service providers in Ireland. The
existing policies deliver an inconsistent approach to open disclosure

2.4.1 Health Service Executive (HSE)

The HSE has a comprehensive open disclosure policy, first launched in 2013 and revised in 2019. The IPSC
recognised and acknowledged the work of the HSE in developing a culture of and commitment to open
disclosure in practice and this Framework is built on this foundation.

The policy sets out the procedures for open disclosure within the HSE. It is clear the provisions of the Civil
Liability (Amendment) Act 2017 are separate and additional to the processes outlined in the HSE policy
document and the latter explicitly advises staff to consider whether they wish to invoke the protection of the
Act and the requirements that will pertain to such protection.

The policy is aligned with the HSE Incident Management Framework 2020, which considerably reformed the
previous approach to responding to patient safety incidents and adverse events. The Incident Management
Framework incorporates a commitment to open disclosure in Step 2 of its process. This means that open
disclosure should be an immediate action after an incident has occurred and been identified. Furthermore, the
Framework states that where an incident involves a patient/service user, attention and effort must also be given
to initiating open disclosure, as prompt, open, and transparent communication with the person affected and
their support person is required.

2.4.2 Other Healthcare Providers

Other healthcare providers outside of the HSE do not appear to have published policies on incident
management or open disclosure, although it is evident that many of those in, for example, the voluntary sector,
follow the HSE policies. For example, in consultation with the RCSI Hospital Group, it was evident they follow
the HSE policies but deliver their own training for this area.

The National Ambulance Service (NAS) has its own policy for the Management of Adverse Clinical Events. In
relation to Open Disclosure section 7.4 covers notification of the affected patients/service users and states

National Patient Safety Office (Advocacy & Legislation)
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that NAS has a policy of open disclosure to patients/service users affected by an adverse clinical event and the
affected person will be kept informed of the event and its outcome.

The Dublin Fire Brigade, which provides pre-hospital emergency care services in Dublin, has an adverse clinical
events policy, and supports open disclosure to patients/service users. Within the paramedic and advanced
paramedic training programmes, communication of adverse events is included, and the management of an
adverse event, including the communication to patients/service users and family members in respect of this, is
part of the examination process for the trainees.

2.4.3 Health and Social Care Service Regulators

The Mental Health Commission (MHC) jointly developed with HIQA a set of National Standards for the Conduct
of Reviews of Patient Safety Incidents, which refers to open disclosure in the context of reviewing and managing
patient safety incidents. Both MHC and HIQA have drafted standards which require providers to have policies in
place that provide for the promotion of a culture which includes open disclosure following an adverse event and
suitable arrangements to support patients/service users and staff involved in adverse events.

Most regulators for health and social care professionals make reference to open disclosure in their codes of
conduct and ethics, and guidance. Some regulators specifically refer to open disclosure, while others do not use
that terminology but the principle behind it is included. There is also a variation in whether the code states if
you “should” or you “must” openly disclose following a healthcare incident.

KEY MESSAGE

The Independent Patient Safety Council (IPSC), informed by research and
evidence, made recommendations to the Minister for Health in January
2021 regarding the development of a national policy framework on open
disclosure in health and social care in Ireland.

The Framework aims to provide a unified and consistent approach to open disclosure across public
and private health and social care service providers, service and health and social care professional

regulators, health and social care educators, and other relevant bodies and organisations.

It is the responsibility of each relevant organisation to adopt the Framework and to embed positive
open disclosure cultures and behaviours into practice.

Open disclosure is the term used in Ireland. Other terms are in use in other jurisdictions, for example,

“open communication”, “duty of candour” or “being open”.

Following the introduction of legislative provisions for open disclosure in the Civil Liability
(Amendment) Act 2017, the Patient Safety (Notifiable Incidents and Open Disclosure) Act 2023 will
provide further legislative context for open disclosure in Ireland.

There is a strong policy context for open disclosure in health and social care services as most relevant
health and social agencies have policies regarding open disclosure in place, but these are inconsistent.
The HSE has a well-developed open disclosure policy upon which this Framework is built.

National Open Disclosure Framework (2023)
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KN Principles of Open Disclosure

In order to support the development and implementation of an open disclosure framework for health and social
care services in Ireland, the Independent Patient Safety Council (IPSC) developed robust recommendations and
comprehensive principles to underpin this work with the aim of improving the health and social care culture
where open disclosure is integral to everyday practice. The full recommendations of the IPSC can be read
online. A summary of each principle is provided below.

Principle 1: Open, Honest, Compassionate, and Timely Communication

» Open Disclosure is defined as an open, consistent, timely approach to communicating with patients/
service user when things go wrong and is a core component of competent health and social care service.

» Open disclosure must be considered a fluid process based on information available rather than as a
once-off event. In many instances, patient safety incidents/adverse events do not require a formal open
disclosure meeting, but it must be considered an integral aspect of communication between health and
social care staff and patients/service users.

« Patients/service users and staff must understand what open disclosure means, what types of incidents
require formal open disclosure, the information that must be provided, how the process should be
managed, what is disclosed, and how it works, in order to ensure consistency and avoid confusion.

« Instigation of formal open disclosure process is in addition to timely communication with the patient/
service user about what happened.

Principle 2: Patient/Service User and Support Person’s Entitlement in Open Disclosure

« In the event of a patient safety incident or adverse event, patients/service users and their support person
want an acknowledgment, an explanation of what happened and why, an apology, and reassurance as to
their ongoing treatment and care as well as steps to prevent a recurrence of the incident. The apology
must be genuine, respectful, sincere, and timely, even in the absence of the full facts being known.

Patient safety incidents and adverse events must be acknowledged at the earliest opportunity. This should
consider the physical, emotional, social, and financial impact of the patient safety incident or adverse
event and the patient/service user.

Patients/service users and their support persons are entitled to an explanation and to be fully informed of
the facts surrounding the patient safety incident or adverse event and its consequences. This may occur
as a process as the full facts of the patient safety incident or adverse event emerge over time. Patients/
service users should be supported as appropriate to their individual needs and treated with empathy,
respect, and compassion.

Principle 3: Supporting Health and Social Care Staff

» While patients/service user and their support person must be at the heart of the open disclosure process
following a patient safety incident or adverse event, it is important that staff involved and affected by
these incidents are identified and supported on an ongoing basis.

« Staff should be encouraged, empowered, and obliged to recognise and report patient safety incidents and
adverse events. Staff should be supported and prepared to take part in open disclosure through easily
accessible information, communication skills training and education, and supportive procedures. Staff
should be fully supported through the open disclosure process.

National Open Disclosure Framework (2023)
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» Open disclosure involves multi-disciplinary accountability and responses and relates to all staff groups
and not just clinical staff. Staff at managerial, clinical, and non-clinical levels must be identified to lead the
process and all staff have a role in supporting patients/service users, their support persons, and other staff
after a patient safety incident or adverse event.

« Staff must recognise and understand their obligations in relation to open disclosure and that a failure to
disclose may result in consequences. Providers must include in their policies, mechanisms to empower
staff to report patient safety incidents or adverse events and communicate openly with patients/service
users when patient safety incidents or adverse events occur.

Principle 4: Promoting a Culture of Open Disclosure

» A supportive culture is critical to effective open disclosure. Recognition must be given to the importance
of developing and maintaining a culture in which open disclosure takes place as a matter of course, in a
patient centred way by staff that are supported to do so.

» A “just culture” is based on fairness and recognises the capacity for human error and the role of the
system and environment in patient safety incidents and adverse events and in which everyone seeks to
learn and improve. It ensures people are accountable for their actions and responsible for learning. This
approach will better meet the needs of patients/service users in relation to open disclosure, patient safety
incident and adverse event management, and patient outcomes.

» Culture change requires strong leadership and a multifaceted approach including an onus on providers to
demonstrate that effective processes are in place to support the development of a just culture for open
disclosure. As such, providers must identify clinical and managerial champions to lead and promote open
disclosure in policy, education, and practise.

e Education and training programmes must be provided for all clinical and non-clinical staff to support and
promote a culture of open disclosure.

Principle 5: Open Disclosure for Improving Policy and Practise in Health and Social Care

e Open disclosure is one essential component of addressing learning from a patient safety incident or an
adverse event. Incidents must be identified, managed, reported, disclosed, reviewed and the learning
derived from them. Effective, accessible, and timely open disclosure processes may help to reduce the
need for escalation of concerns and reduce the impact on patients/service users and their support
persons after an incident.

« |t is also imperative that action takes place to prevent the recurrence of a patient safety incident or an
adverse event. Patients/service users should be involved in the management and review of patient safety
incidents and adverse events and be informed of the review outcome.

Principle 6: Clinical and Corporate Governance for Open Disclosure

» Providers must have governance frameworks with appropriate accountability structures in place which
ensure that open disclosure occurs and is integrated with other clinical and corporate governance
processes including clinical incident reporting and management procedures, systems analysis reviews,
complaints management, and privacy and confidentiality procedures. The governance framework for
open disclosure encompasses provider’s policies, clinical governance frameworks, corporate governance
frameworks, monitoring, regulation, and legislation.

National Patient Safety Office (Advocacy & Legislation)
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The public consultation results show that 97% of the
respondents (75% very important and 22% important) believed

that the principles of Open Disclosure are of great importance.
(Framework Public Consultation 2022)

Table 1. Ranked Principles of Open Disclosure (Framework Public Consultation 2022)

RANKED PRINCIPLES OF OPEN DISCLOSURE

Open, honest, compassionate

and timely communication 68.6

Patient/service user and support person’s
entitlement in open disclosure

Promoting a culture of open disclosure

Supporting health and social care staff
Clinical and corporate governance
for open disclosure

Open disclosure for improving policy
and practise in health and social care

0 10 20 30 40 50 60 70 80
WEIGHTED AVERAGE VOTES FOR PRINCIPLES

The Need for Open Disclosure

Effective open disclosure can improve patient/service user, staff, and community confidence in how the health
and social care system responds to patient safety incidents and adverse events and can be fundamental to
maintaining or re-building the trust between health and social care staff and patients/service users and their
support persons”.

Open disclosure often forms the basis of an ethical response by the health and social care service provider to
the patient/service user and their support person in relation to a patient safety incident or adverse event. It
benefits the patients/service users, health and social care staff, and providers in relation to coping with a patient
safety incident or adverse event and in reaching a stage of closure following their experience of the incident.
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3.2.1 For patients/service users the open disclosure process:

- can assist the healing partnership between the patient/service user and the health and social care provider.

- help to rebuild the trust and confidence that is vital for the patient/service user in relation to the health and
social care service they are attending.

- can reassure the patient/service user in relation to their ongoing care and their ability to continue an effective
relationship with the health and social care service provider and between patients/service user and clinicians.

- encourages a culture of honesty and openness.

- can lead to enhanced relations with patient/service users and clinicians, health and social care professionals,
and health and social care service providers.

3.2.2 For health and social care staff the open disclosure process:

- encourages a culture of honesty and openness.

- helps to foster an environment where staff are more willing to learn from patient safety incidents and adverse
events.

- enhances management, clinician, and other staff relationships.

- leads to better relations with patient/service users and their support persons.

- can assists health and social care staff recover from the incident.

- helps to improve clinical practice by learning from errors.

3.2.3 For health and social service care providers the open disclosure process:
- Improves quality of care due to greater availability of data on patient safety incidents and adverse events
- Increases transparency and trust gained from the communities they serve.

The Importance of Open Communication

Effective communication with patients/service users commences from the beginning of an episode of care and
continues throughout their care. It is also important that complications, risks, and side effects associated with
medical conditions, care, and treatment are communicated to patients/service users in a timely manner that is
open and which they can fully understand.

When care doesn’t go as planned, there is an ethical responsibility for clinicians and other health and social

care staff to maintain honest and open communication with patients/service users, their support persons,

and carers. Ensuring that communication after a patient safety incident or adverse event is open, honest, and
timely is important to improving overall patient safety. Open disclosure is already occurring in many areas of the
health and social care system, and the Framework sets out a consistent and effective method of communication
following patient safety incidents and adverse events which aims to strengthen current progress and build a
health and social care sector wide culture of open disclosure. This includes communication between clinicians
and:

- patients/service users, support person, and carers.

- their colleagues and peers.

- the non-clinical workforce.

Open disclosure is a core professional requirement which is anchored in professional ethics. Communicating
effectively with persons affected in a compassionate, empathic, and thoughtful manner, especially when
providing information about a patient safety incident or adverse event, is a crucial part of the therapeutic
relationship and if done well, can mitigate anxiety and enhance trust in staff, the organisation, and the health
and social care system.

National Patient Safety Office (Advocacy & Legislation)
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KX Creating a Culture of Open Disclosure

A culture of openness and transparency that promotes and facilitates efficient and effective reporting of patient
safety incidents and adverse events, learning, and quality improvement must be in place across all health and
social care services.

The majority of the respondents felt that “blame culture” is still widespread in
the health sector. A small percentage of the respondents believed that both

“just culture and blame culture” exist in the health sector and there are some
who think that neither exists.

(Framework Public Consultation 2022)

3.4.1 Promoting a “Just Culture” and avoiding a “Blame Culture”

A supportive culture is critical to effective open disclosure. Organisations must recognise the importance of
developing and maintaining a culture in which open disclosure takes place as a matter of course, in a patient
and service user-centred and compassionate way, by health and social care staff who are supported to do so.
The health and social care system must avoid a “blame culture”, which seeks to place responsibility for patient
safety incidents and adverse events on individual health and social care staff, in favour of a “just culture”, which
promotes psychological safety.

A just culture seeks to balance the need to learn from mistakes and the need to take disciplinary action. It is
important that health and social care providers foster a positive, supportive work environment where good
communication, support, and mutual respect are the norm. Where a just culture exists, staff will feel more
encouraged and willing to report incidents, including their own, in the knowledge that there is the fair-minded
treatment of this information and that there are structures in place within the service to promote learning from
incidents and to ensure that steps are taken to prevent or reduce the likelihood of a recurrence of the incident.
It is important that staff involved in patient safety incidents and adverse events can participate in the review of
the incident and that they are also involved in helping to bring the incident to closure or resolution.

A just culture also offers a climate which fosters trust in which the staff are not held solely accountable for
systems failings over which they have no control. There needs to be a general acknowledgment within the
multidisciplinary health and social care team and the public that things can go wrong, and mistakes will occur.
A “just culture” however is not “non-accountable”. Incident reviews should identify where reckless/negligent
conduct and known violations of policy/procedure exist and ensure that the appropriate action is taken as per
the service'’s internal policies, procedures, protocols, and/or guidelines.

97% of the respondents to the public consultation either agree

or strongly agree (15% agree and 82% strongly agree) that
organisations should promote a “just culture”.
(Framework Public Consultation 2022)

National Open Disclosure Framework (2023)



3.4.2 Factors that will help promote a “just culture”

A “just culture” supports a disclosure culture and developing a safe and just culture within any health and social
care service is an integral component of implementing this Framework. Health and social care service providers
need to foster a culture where health and social care staff feel supported and are encouraged to identify and
report patient safety incidents and adverse events so that opportunities for system improvements can be
identified and acted on. This will help create an environment that minimises patient/service user harm and
ensures systems learning while at the same time promoting professional accountability.

This should include the following:

a. Providing an environment where patients/service users, their support persons, and their carers:
- receive the information they need to understand what happened.
- can contribute information about the patient safety incident or adverse event and, where possible and

appropriate, participate in the incident review.

b. Creating a culture where patients/service users, their support persons and carers, clinicians and other staff,
and managers all feel supported.

c. Integrating open disclosure with investigative processes to identify why patient safety incidents and adverse
events occur.

d. Implementing the necessary changes in systems of clinical care based on the lessons learned.

The respondents of the public consultation based on their experiences cited the —
following factors in promoting a just culture; open and clear communication, the —
avoidance of blame, and good leadership. This was followed by accountability,

provision of staff training and support, and lastly, ensuring psychological safety,

and consideration of human factors.

(Framework Public Consultation 2022)

3.4.3 Development of Local Policies to Support a Culture of Open Disclosure

Local policies must recognise and address the role of a supportive culture in effective open disclosure. The
Open Disclosure Framework provides a flexible framework designed to be used by organisations, health

and social care professionals, and managers when developing or amending policies and procedures for open
disclosure. It is essential that each organisation’s policy and procedure meet its unique needs while reflecting
the specific legal, regulatory, and institutional considerations as relevant.
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The Independent Patient Safety Council developed
robust recommendations and comprehensive principles
to underpin the open disclosure framework.

Open disclosure builds trust among patients/service users in how the health and social care service
providers respond to patient safety incidents and adverse events.

Open disclosure supports both patients/service users and health and social care staff affected by
patient safety incidents and adverse events to reach closure after their experience.

A supportive culture is critical to effective open disclosure. Organisations must recognise the

importance of developing and maintaining a culture in which open disclosure takes place as a matter
of course, in a patient-centred or service user centred and compassionate way and supported by all
health and social care staff.

Health and social care service providers must demonstrate that they have put in place effective
processes by which they support the development of a positive and just culture for open disclosure.
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Open Disclosure in Practice (Health Service Providers)

To establish a consistent approach to open disclosure across the entirety of the health and social care sector
in Ireland, it is important that open disclosure is managed using the principles and processes set out in this
Framework. Health and social care service providers must have a policy on open disclosure in place that aligns
with the provisions of the Framework. Health and social care service providers must include mechanisms

in their open disclosure policies empowering staff to report patient safety incidents and adverse events and
to communicate with patients/service users and their support persons openly in relation to these incidents.
Providers must communicate this policy clearly to all clinical and non-clinical staff including agency staff and
patients/service user and their support persons.

When an open disclosure is made, it must be managed in a manner that is compassionate, caring, and empathic
towards all those involved in and/or affected by patient safety incidents or adverse events. Open disclosure
must be regarded as a normal part of an episode of care and a critical element of continuous effective
communication with patients/service users, support persons, and health and social care staff. Open disclosure
must be considered as an ongoing and fluid process as information becomes available rather than a one-off
event. A genuine empathic apology or expression of regret during open disclosure is always appropriate.

Patients/service users, support persons, and all clinical and non-clinical health and social care staff including
agency staff must understand each point listed below to ensure consistency and avoid confusion:

- what does open disclosure mean,

- what types of incidents require formal open disclosure,

- the information that must be provided,

- how the process should be managed,

- what is disclosed and how it works.
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m Introduction to Open Disclosure in Practice

When a patient safety incident or an adverse event occurs, the health and social care service provider must
make an open disclosure of the incident to the patient/service user and their support person. Before embarking
on the open disclosure process, the health and social care service provider should consider whether they wish
to avail of the statutory protections set out in Part 4 of the Civil Liability (Amendment) Act 2017 (“CLA Open
Disclosure”).

A patient safety incident, in relation to the provision of a health service to a patient by a health service

provider, means “an incident which occurs during the course of the provision of a health service” which:

a) has caused an unintended or unanticipated injury, or harm, to the patient.

b) did not result in actual injury or harm to the patient but was one which the health service provider has
reasonable grounds to believe placed the patient at risk of unintended or unanticipated injury or harm

or

€) unanticipated or unintended injury or harm to the patient was prevented, either by “timely intervention
or by chance”, but the incident was one which the health services provider has reasonable grounds for
believing could have resulted in injury or harm, if not prevented (Civil Liability (Amendment) Act 2017).

An adverse event is an incident which resulted in harm that may or may not be the result of an error.

Levels of Open Disclosure

The level of response required will be defined by the degree of harm the patient/service user has experienced,
the level of additional interventions/treatments required as a result of this harm, and the expectations of the
patient/service user and their support person. This response may vary from one open disclosure meeting to a
number of meetings.

Low-Level Response

A low-level response is usually initiated for patient safety incidents where there has been no harm to the
patient/service user or the harm to the patient/service user is minimal - this level of response may involve

at a minimum having one meeting with the patient/service user and their support person. It is important to
remember that these factors should be considered in combination with the expectations of the patient/service
user and their support person in determining if a patient safety incident requires a low-level response.

Examples of where less formal responses might be required include:
- Near misses and no-harm incidents

- No increased level of care required

- No, or minor, psychological, or emotional distress

High-Level Response

A high-level response involves the full open disclosure process and will be initiated for patient safety incidents
or adverse events where the patient/service user has suffered a moderate or higher level of harm. This level
of response should involve an initial open disclosure meeting with the patient/service user and their support
person to acknowledge that a patient safety incident or an adverse event has occurred followed by a further
meeting(s) to update the patient/service user and their support person as additional information becomes
available.
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In the following circumstances, it is evident that a more formal response to a patient safety incident or adverse
event is required:
Death or significant injury following a patient safety incident or adverse event.
Permanent or considerable lessening of body function following a patient safety incident or adverse event.
Where there has been a requirement for a significant escalation of care or major change in clinical
management (e.g., admission to hospital, surgical intervention, a higher level of care, or transfer to intensive
care unit).
Major psychological or emotional distress.
Where a patient/service user or their support person requests a more formalised or escalated response.

Health and social care staff should consider whether an incident requiring a high-level response is a notifiable
incident listed under schedule 1 of the Patient Safety (Notifiable Incidents and Open Disclosure) Act 2023, for
which mandatory open disclosure applies.

Open disclosure is a dynamic process, and it should be tailored to the patient/service user, their support person,
and their needs. The topics in this section are helpful to consider before embarking on the process of open
disclosure with a patient/service user and their support person. Organisational policies should provide clear
guidance to all health and social care staff in relation to these considerations.

4.4.1 Provision of Appropriate Medical Care and Treatment

When something goes wrong the first response must be to the patient/service user directly affected. It is
important to focus first and foremost on the physical needs of the patient/service user through the provision
of appropriate medical treatment or other care to manage any harm that has occurred, relieve suffering, and
minimise the potential for further harm to occur. Consideration should also be given to the psychological needs
of the patient/service user at this time.

4.4.2 Open Communication

The patient/service user and their support person must be communicated in an open, honest, and transparent
manner on an ongoing basis in relation to all aspects of their care and treatment. The patient/service user and
their support person have the right to have full knowledge about their care and, in particular, have a right to be
informed when things go wrong, for whatever reason, during their health and social care journey.

4.4.3 Presumption of Capacity

Staff must work on the presumption that every adult patient/service user has the capacity to make decisions
about their care. A person/service user whose decision-making capacity is in question is entitled to open
disclosure on an equal basis with others and to be provided with any necessary support to facilitate their
involvement in the open disclosure process.

444 Communicating with Younger People Under the Age Required for Medical Consent

Where an adverse event involves children, the clinical team recognises that the child is the patient and they will
be a party to the open disclosure except in the case where in the opinion of the clinical team the patient lacks
capacity or the child does not wish to be part of the open disclosure, and in which event open disclosure should
be done with the patient’s support person/s.

National Patient Safety Office (Advocacy & Legislation)
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4.4.5 Engaging with the Relevant Person (Support Person)

Disclosure of information to an adult patient’s/service user’s support person must only be undertaken with the
consent of the patient/service user.

“Relevant Person”, in relation to a patient, means a person—
(a) who is—
(i) a parent, guardian, son, or daughter,
(i) aspouse, or
(i) a civil partner of the patient,
(b) who is cohabiting with the patient
or
(c) whom the patient has nominated in writing to the health service provider as a person to whom clinical
information in relation to the patient may be disclosed.
(Civil Liability (Amendment) Act 2017)

When the patient/service user is unable, for whatever reason (e.g., the patient/service user is too ill), to provide
consent, the decision to disclose information to the support person must be made by the Most Responsible
Person (MRP) involved in the care of the patient/service user i.e., the principal healthcare practitioner or

an appropriate delegated person when the MRP is not available. The principles of confidentiality and data
protection must be upheld.

The decision by a health and social care service provider to disclose to the patient’s/service user’s support
person must take into consideration:
the known will and preference or instruction provided by the patient/service user in relation to the sharing of
their information e.g., advance healthcare directive or information/instruction provided by the patient/service
user in their healthcare record.
who the disclosure should be made to e.g., the information provided by the patient/service user in their
healthcare record or in an advance healthcare directive i.e., establish if the person has appointed a designated
healthcare representative.
what information is deemed appropriate and justifiable for the health and social care service provider to share
i.e.; the information provided to the support person must include only the necessary information relating to
the patient safety incident or adverse event. The patient/service user must be informed at a later stage of any
open disclosure made to the support person and the details of what was disclosed. This must be recorded in
the patient’s/service user’s healthcare record.

When a patient/service user dies following a patient safety incident or adverse event, communication with
their support person must be initiated as soon as possible and is practicable in a manner that is open, honest,
empathic, and sensitive. Open channels of communication must be maintained, and a designated person
assigned to maintain personal contact between the support person and the health and social care service
provider and to provide information, care, and support, as required. This includes providing information in
relation to the coroner’s process and what to expect. Communication with the support person following the
death of a patient/service user must take into consideration and be led by the grieving process of the support
person.
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4.4.6 Independent Support Services

The Patient Advocacy Service (PAS) is available to support patients/service users and their support persons who
have been affected by patient safety incidents and adverse events in acute public hospital settings and nursing
homes. The services of PAS will be expanded in time to support patients/service users of other publicly funded
health and social care services.

Health and social care service providers falling outside the scope of PAS must arrange for similar independent
support services to support patients/service users and their support persons who have been affected by patient
safety incidents and adverse events. Such independent support services must be appropriately qualified and
have sufficient experience to support patients/service users and their support persons. The support service
must be independent of the health and social care service provider.

The majority of the respondents (75%) to the public consultation believed that the
role of Patient Advocacy Service is essential (41% Very Important and 34%
Important) in the open disclosure process.

The majority of the respondents also deemed that providing independent advocacy support is beneficial
because it empowers the patients and their families. They also pointed out that while it is beneficial it is
important to provide information to the patients and their families about the advocacy service to promote
a better understanding of its function. A small number of respondents did not see any benefit in having
independent advocacy support.

(Framework Public Consultation 2022)

Health and social care service providers must give patients/service users and their support person information
about independent support services available to support patients/service users. This information should be
provided as soon as possible following the patient safety incident or adverse event to facilitate early contact and
support for patients/service users and their support persons.

Many of the respondents believed that when a health and social care service
provider offers independent support during open disclosure to patients that they
are showing good faith, patients feel that they are supported, and it promotes a
successful outcome of the open disclosure process. In addition, providing

independent support also helps rebuild relationships and regain trust. There are a
small number of respondents who believed that it is hot beneficial for health and
social care service providers to offer independent support to patients.

(Framework Public Consultation 2022)

4.4.7 Additional Support

Support for patients/service users and their support persons must be accessible where special circumstances
may make them more vulnerable. For example, this would include those with disabilities, mental health
difficulties, linguistic difficulties, and others. Health and social care staff should have regard for their own policies
and procedures in supporting vulnerable people and consideration should be given to the provision of trained
advocates to support vulnerable people through the open disclosure process.

Patients/service users and their support persons involved in/affected by the patient safety incident or adverse
event must be treated with care, compassion, and empathy and in a manner that is respectful and dignified.
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Importantly, the ongoing care of a patient/service user must not be affected by open disclosure of a patient
safety incident or an adverse event. At a patient’s/service user’s request or when it is in their best interest, the
patient’s/service user'’s care should be transferred to another clinician or service provider.

4.4.8 Timing of Open Disclosure

When something goes wrong i.e., a patient safety incident or adverse event occurs, the open disclosure process
must be initiated as soon as possible and as is practicable (ideally within 24 - 48 hours after the incident

occurs or becomes known to the health and social care service provider or as soon as the patient/service user
is available both physically and emotionally to take part in the discussion and if deemed necessary, to have

a support person present). Instigation of a formal open disclosure process should be in addition to timely
communication with the patient/service user and their support person about what happened.

Only in rare and exceptional circumstances might an open disclosure of a patient safety incident or adverse
event be deferred and the decision to defer must always be based on the safety and wellbeing of the patient/
service user. When a decision is made to defer open disclosure of a patient safety incident or adverse event
to the patient/service user, consideration must be given to initiating open disclosure with the patient’s/
service user’s support person. The decision to defer open disclosure should not affect or impact ongoing
communication with the patient/service user and their support person about their care.

Open disclosure must be considered as an ongoing and fluid process as information becomes available rather
than a one-off event.

4.4.9 Making a Complaint

Patients/service users and their support persons have the right to escalate complaints or concerns about the
disclosure process or the patient safety incident or adverse event itself - and be supported to do so - through
any and all mechanisms available, including the right to seek legal or other forms of redress. This information
should be made readily available to patients/service users and their support persons at the start of the open
disclosure process or upon request. The right to make a complaint should be also advertised clearly in all health
and social care settings through accessible and user-friendly means such as posters, leaflets, etc.

m Supports for Health and Social Care Staff

All open disclosure in relation to patient safety incidents and adverse events must be patient and service user-
centered and place the needs of the patient/service user and their support persons at the heart of the process.
In addition, it is important to identify the health and social care staff involved and affected by the patient safety
incident or adverse event and to ensure that they are being supported in the immediate aftermath of the
incident and on an ongoing basis for as long as is required, in recognition of the impact of such incidents on
health and social care staff.

All staff delivering health and social care must be:

- encouraged, facilitated, empowered, and obliged to recognise and report patient safety incidents and adverse
events.

- provided with training and education in open disclosure and communication skills (with emphasis on face-to-
face skills training).

- provided with debriefing, and critical incident stress management.

- prepared to participate in open disclosure.

- supported through the open disclosure process by the health and social care provider.

- Supported in engaging in any audit of open disclosure practice.
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The vast majority of the respondents (98%) approved (Strongly
agree 67 % and Agree 31%) the provisions of Section 4.5.

In addition, the respondents also indicated the importance of staff having access to
counseling services, peer and management support, and overall organisational support.
The availability of dedicated staff advocacy was also mentioned.

(Framework Public Consultation 2022)

m Open Disclosure Process

The open disclosure process may provide for different approaches in the cases of low and high-level responses.
It is likely that low-level responses will not require all the steps described. The following process outlines all
possible considerations when designing an open disclosure process and individual organisations will update or
design their own internal policies with this process in mind.

Attending to the Communicating with
Patients/Service Users the patient/service
and Health and Social user and their
Care Staff immediately support person

after a patient safety
incident or adverse event

Preparing
for an Open
Disclosure
meeting
Information to be Appointment of the
provided at the meeting Designated Person by
and other considerations the Health and Social

Care Service Provider

Apology or
expression
of regret

4.6.8
Providing Record Closing the
additional keeping and Open Disclosure
information and confidentiality meeting
follow-up

National Patient Safety Office (Advocacy & Legislation)

31



32

4.6.1 Attending to the Patients/Service Users and Health and Social Care Staff Inmediately After a Patient
Safety Incident or Adverse Event

Before preparing for an open disclosure meeting, it is important to appropriately manage the situation in the

immediate aftermath of the patient safety incident or adverse event to avoid any possible or further potential

harm. Firstly, it is imperative to ensure the appropriate clinical management of the patient/service user to avoid

further harm occurring. The patient/service user should be informed of what has happened at the earliest

possible opportunity and depending on the level of response required, the clinician should signal to the patient/

service user the need for a formal open disclosure meeting. Clinicians and other health and social care staff

involved in the patient safety incident or adverse event should be monitored and supported as appropriate

to their needs. Effective internal communication between health and social care staff involved at this point

is crucial to avoid mixed messaging which could cause confusion and further distress to the patient/service

user. In cases where there is delayed detection of harm, communication with the patient/service user and their

support person must be made as soon as is practicable to ensure that open disclosure is commenced.

4.6.2 Communicating with the Patient/Service User and their Support Person

Communication with patients/service users and their support persons must be compassionate, truthful,
timely, and clear. If things go wrong, the patients/service users and their support persons must be provided
with information about what happened in a timely, open, compassionate, and honest manner. This applies to
all patient safety incidents or adverse events. The instigation of formal open disclosure should be in addition
to timely communication to patients/service users and their support persons to advise them of what has
happened.

4.6.3 Preparing for an Open Disclosure Meeting

Health and social care service providers must prepare appropriately for the open disclosure meeting, and the
level of preparation will be proportionate to the seriousness of the incident. When indicated, a preliminary
multi-disciplinary team meeting should be held to prepare for the formal open disclosure meeting to discuss and
agree on the following:

1. The nature of the patient safety incident or adverse event and the level of open disclosure required.

2. The facts of the patient safety incident or adverse event which are available at the time of the meeting.
3. The consultation with relevant stakeholders that is required, including all health and social care staff
involved in the incident.

Whether open disclosure will be made to the patient/service user, their support person, or both.
Establishment of the open disclosure team and deciding who should lead the open disclosure meeting.
Whether an expression of regret or an apology is most appropriate.

N ook

Appropriate support for the patient/service user and their support person prior to the meeting including,
patient/service user information leaflets, information on how the meeting will be conducted, the
appointment of the designated person, and provision of advocacy support or independent supports
services depending on the needs of the patient/service user and their support person.

8. Appropriate support for affected health and social care staff including emotional support as well as
professional support including, debriefing, training, and preparation for the formal meeting.

9. Whether the open disclosure team wishes to conduct the process as set out in the Civil Liability
(Amendment) Act 2017.

10. Appropriate reimbursement of out-of-pocket expenses incurred by the patient/service user and their
support person such as travel, parking, or other fees where the patient/service user was harmed as a result
of a failure/error in the delivery of care.

11. Appropriate records should be kept throughout the open disclosure process.
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In the case where a patient/service user and their support person refuse open disclosure; they should be
reminded of the benefits of open disclosure and their right to full open disclosure should they change their
mind. It is appropriate at this stage and throughout the process to involve the patient/service user and their
support person and consider their preferences such as the timing, location, and lead person to deliver the open
disclosure.

4.6.4 Appointment of the Designated Person by the Health and Social Care Service Provider

It is essential that patients/service users and their support person are supported in the immediate aftermath of
a patient safety incident or adverse event. The designated person assigned by the health and social care service
provider is the appointed lead for dealing with clarification requests received from patients/service users and
their support person about information received during or after an open disclosure meeting. Preparing the
patient/service user and their support person for the open disclosure meeting is the main purpose of appointing
the designated person and they should have the necessary skills to carry out the functions of the role.

The designated person must liaise with the relevant health and social care staff in preparing and agreeing on a
response to the clarification request. Clarification should be provided to patients/service user and their support
person in a timely and supportive manner.

The appointment of a designated person by the health and social care service provider must take place
immediately to maintain a seamless line of communication between the patient/service user, the support
person, and the health and social care service provider. It is important that the patient/service user and their
support person do not feel isolated and that their support and communication needs are addressed in relation
to the ongoing management of the patient safety incident or adverse event including the open disclosure
process.

4.6.5 Information to be provided at the Meeting and Other Considerations
Patients/service users and their support persons must be informed of all the facts surrounding the patient safety
incident or adverse event available to the health and social care service provider at the time the open disclosure
meeting takes place. It is not necessary to know all facts at this point and additional information can be provided
to the patient/service user and their support person when it becomes available.

When a patient safety incident or adverse event occurs, patients/service user and their support person
want:

- an acknowledgment of what happened,

- an explanation of what happened and why,

- an apology and reassurance as to their ongoing treatment and care and,

- the steps being taken to prevent a recurrence of the incident.

95% of the respondents to the public consultation support the

patient/service user requirements outlined above (77% strongly
agree and 18% agree).

(Framework Public Consultation 2022)
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Table 2. Ranked Element of What Patients Want from Open Disclosure (Framework Public Consultation 2022)

RANKED ELEMENTS OF WHAT PATIENTS WANT FROM OPEN DISCLOSURE

1) An acknowledgement of what happened 69

|

2) An explanation of what happened and why 60

3) An apology and reassurance as to

their ongoing treatment and care 48.7

4) The steps being taken to prevent

a recurrence of the incident 37.7

|
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At the outset, the names and roles of health and social care staff present at the open disclosure meeting should
be provided so that the patient/service user and their support person feel more at ease.

Patient safety incidents and adverse events must be acknowledged at the earliest opportunity. This should
include a description of the incident, when it happened, and how it came to the attention of the service
provider. The acknowledgment should consider the physical, emotional, social, and financial impact of the
patient safety incident or adverse event on the patient/service user and their support person.

Patients/service users and their support persons are entitled to an explanation and to be fully informed of

the facts surrounding the incident and its consequences. This should include the facts as to why and how the
incident happened and any known causal factors. The impact of the patient safety incident or the adverse event
must be fully disclosed as well as any future consequences on the patient/service user that are anticipated as

a result of the incident. Where the full facts pertaining to the incident are not available, a description of the
steps being taken and the expected timeframe to establish further information should be provided. This process
requires effective and timely communication with the patient/service user and their support person as the full
facts of the incident emerge over time.

Patients/service users and their support persons should be provided with reassurance as to their ongoing

care and where appropriate or at the patient’s/service user’s and support person’s request, they should be
transferred to another clinician or service provider if necessary. Patients/service users and their support persons
are entitled to factual responses to questions or clarifications sought at the meeting and if required for this to
be provided at an additional information meeting or in writing.

At this point, it is appropriate for health and social care staff to encourage the patient/service user and their
support person to tell their story of the events of the patient safety incident or adverse event including the
effects that the incident had on them personally. Patients/service users and their support persons should be
supported as appropriate to their individual needs and treated with empathy, respect, and compassion.
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The patient/service user and their support person are entitled to a description of the measures being taken by
the health and social care service provider to manage the incident as well as the learning identified and how this
is being incorporated into the service’s processes to reduce the risk of the incident recurring.

Before concluding the meeting, the patient/service user and their support person must be provided with an
agreed communication plan between the health and social care service provider and the patient/service user
and their support person. This will also include the name and contact details of the designated person and
details of support services available to the patient/service user and their support person.

Patients/service users and their support persons should be supported to escalate complaints or concerns
regarding open disclosure and patient safety incidents or adverse events, including their right to seek legal

or other redress and this choice should not affect how they are treated. Service providers must provide all
relevant information to support patients/service users and their support persons who chose to activate various
escalation processes in relation to the patient safety incident, adverse event, or the open disclosure process.

4.6.6 Apology or Expression of Regret
When something goes wrong in the delivery of health and social care, the patient/service user and their support
person must receive an apology or expression of regret for what happened. The apology must be genuine,
respectful, sincere, and timely, even if all the information is not yet available. It must also be personal to the
individual and situation. The apology must include:
An acknowledgment of what is being apologised for and that the patient/service user and their support
person are unhappy with the outcome.
An explanation of why/how the incident happened.
The words “I am sorry for what has happened” and for how the situation impacted the patient/service user
and their support person.
QOutline the steps taken to prevent a recurrence.
The apology should highlight the support available to patient/service user and their support person in relation
to the incident and open disclosure including all avenues for escalating disclosure processes and concerns.

4.6.7 Providing Additional Information and Follow-up

Additional information obtained by a health and social care service provider subsequent to the initial open
disclosure meeting must also be communicated to the patient/service user and their support person in a timely
and supportive manner. For example, such information might include the findings and recommendations of

a review of a patient safety incident or adverse event that has occurred as well as the changes in policy that
have taken place as a result of the recommendations and measures to ensure these changes are implemented
effectively.

Patients/service users and their support persons must be kept informed, even in the absence of any material
update, regularly and at a minimum every 3 months until such time as the open disclosure process has been
completely closed off.

Following a formal open disclosure meeting, the patient/service user and their support person should be
provided with a letter containing the details provided at the open disclosure meeting. Organisations must have
a system in place to learn from each open disclosure which is communicated clearly to the patient/service user
and their support person and explains how patient/service user and their support person feedback is used in
improving the open disclosure and patient safety incident and adverse event management processes. Each
patient/service user and support person must be invited to provide feedback on their experience of the open
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disclosure process. The invitation to participate in the feedback and learning session should be issued at a
mutually agreed date to allow the patient/service user and their support person some time to reflect on their
experience.

4.6.8 Record Keeping and Confidentiality

Documentation of the open disclosure should commence once staff becomes aware that a patient safety incident
or adverse event has occurred, and this should continue throughout and until the completion of the process.
Good documentation is an integral component of effective communication and contributes to the success of open
disclosure. A record of the information provided should be documented in the open disclosure record or patient/
service user record. The level of information required as part of the record will be dependent on the seriousness
of the incident. Organisational policies must outline the specific record keeping requirements of the Civil Liability
(Amendment) Act 2017 and the Patient Safety (Notifiable Incidents and Open Disclosure) Act 2023.

The patient’s/service user and their support person’s right to confidentiality and privacy must be supported
throughout all aspects of the open disclosure process.

4.6.9 Closing the Open Disclosure Process

It is important that the open disclosure process is closed appropriately so that patients/service users and their
support persons can experience psychological closure after a potentially traumatic incident. Patients/service
users and their support persons are likely to experience psychological closure when they have received an
acknowledgment of what has happened, an apology, an explanation of the situation, open and informative
answers to their questions, and reassurance as to their care and actions are taken to prevent a recurrence of the
incident and have a regular and open communication throughout. The health and social care service provider
should consider providing a summary of the process to the patient/service user and their support person at this
point and ask if the patient/service user and their support person have any outstanding concerns or complaints
about the process and consider any further action required arising from this.

Closing the process should be mutually agreed upon between the patient/service user, their support person,
and the service provider. All information requested by the patient/service user and their support person and
any other relevant information from reviews of patient safety incidents or adverse events should be made
available to the patient/service and their support person user in an accessible report format. The patient/service
user and their support person should be kept up to date on further developments on actions taken to reduce
the risk of such incidents recurring and consideration should be given to involving patients/service users and
their support persons in service improvement processes.

The health and social care service provider must ensure that the patient/service user and their support person
are reassured as to the continuity of their care with the appropriate health and social care service provider and
clinician. Effective communication between the open disclosure team and the GP or other treating clinicians
should take place to hand over care if appropriate.

Health and social care service providers must have a system in place to obtain feedback from the patient/
service user and their support person on the open disclosure process to inform future policy and quality
improvement. Relevant personnel should be identified for monitoring the effectiveness of policy changes that
occurred as a result of the open disclosure. These changes should be communicated to all clinical and non-
clinical staff across the organisation and throughout the wider health and social care sector, if possible, to
demonstrate the value of the open disclosure process.
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When asked about other elements/components of open disclosure that are
important to patients/service users, the respondents believed that timeliness
of communication, apology, and review should be included. A fraction of

respondents cited the importance of highlighting the limited information available
at the start of open disclosure

(Framework Public Consultation 2022)
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Health and social care service providers must have a policy on open
disclosure in place that includes mechanisms to empower health and
social care staff to report patient safety incidents and adverse events

and to communicate openly with patients/service users and their support
persons in relation to these incidents.

Open disclosure policies must be communicated clearly to all clinical and non-clinical staff including
agency staff and patients/service users and their support persons.

When an open disclosure is made, it must always be managed in a manner which is compassionate,
caring, and empathic towards all those involved and affected by patient safety incidents or adverse
events. Open disclosure must be regarded as a normal part of an episode of care and a critical element
of continuous effective communication with patients/service users and their support persons and
health and social care staff.

The level of response required will be defined by the degree of harm the patient/service user has
experienced, the level of additional interventions/treatments required as a result of this harm, and the
expectations of the patient/service user and their support person.

Open disclosure is a dynamic process, and it should be tailored to the patient/service user, their
support person, and their needs. Organisational policies should provide guidance to health and social
care staff in relation to patient/service user considerations and entitlements including but not limited
to; presumption of capacity, engaging with the support person, additional support, provision of
appropriate medical care and treatment, and timing of open disclosure.

A clear open disclosure process must be in place which outlines the immediate management of a
patient safety incident or adverse event, the appointment of a designated person, the information to be
provided at open disclosure meetings, and record-keeping and confidentiality.

When a patient safety incident or adverse event occurs, patients/service user and their support person
want:

an acknowledgment of what happened,

an explanation of what happened and why,

an apology and reassurance as to their ongoing treatment and care and,

the steps being taken to prevent a recurrence of the incident.

Supports must be in place for both health and social care staff and patients/service users and their
support persons involved in patient safety incidents and adverse events.
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Chapter 5:

Open Disclosure in
Practice (Non-Health
Service Providers)
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Open Disclosure in Practice (Non-Health Service Providers)

It is acknowledged that there has been significant movement in the last several years towards an increased
awareness of open and frank communication, accessible information, and a culture of open disclosure. However,
further cultural change is needed within health and social care services in Ireland to fully embed this into
practice.

Undergraduate and postgraduate education, workplace induction, education and training, ongoing professional
development, policy, standards, and guidelines related to open disclosure are all essential in promoting change
in workplace culture and health and social care professional practice. The professional regulators, education
bodies, and health and social care service regulators play an important role in initiating and sustaining these
changes.

All professional regulators, educational bodies, and health and social care service regulators involved in the
education and training of health and social care professionals and regulation of their profession and workplace
must embed open disclosure into their operations as outlined by the Framework and should seek to include
open disclosure in all aspects of their business, where appropriate.

Health and Social Care Service Regulators

Standards, Guidance & Inspections

Health and social care service regulators such as the Health Information and Quality Authority (HIQA) and

Mental Health Commission (MHC) must embed the principle of open disclosure, as outlined in the Framewaork,

into their standards and guidelines for health and social care services. Inspections of services must assess

compliance with the Framework including, but not limited to:

- The existence and communication of an open disclosure policy to patients/service users, support persons, and
clinical and non-clinical staff including agency staff.

- Education and training and support system are available to all clinical and non-clinical staff including agency
staff.

- Identification and appointment of clinical and management champions for open disclosure.

- Culture that supports patient safety incident and adverse event reporting and open communication with
patients/service users, support persons, and clinical and non-clinical staff including agency staff.

- Evidence of learning from patient safety incidents and adverse events.

- Systems in place to seek feedback from patients/service users, support persons, and clinical and non-clinical
staff including agency staff regarding their experience of open disclosure and patient safety incident and
adverse event management and evidence of incorporating this learning into practice.

- Systems of clinical and corporate governance which support the practice of open disclosure and reporting of
patient safety incidents and adverse events throughout the service.
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87% of the respondents to the public consultation are of the opinion (56%
Strongly Agree and 31% Agree) that all health and social care service regulators
should embed open disclosure in their regulatory standards and guidelines.

The respondents also identified key benefits and potential challenges to this
approach.

Key Benefits:

1. Leads to a much higher level of compliance with Open Disclosure.

2. Enables a standardised approach to Open Disclosure across the health and social care sector.
3. Provide greater clarity to health service providers as to what was expected of them.

Potential Challenges:
1. Resistance from service providers; related to this, a worry that this approach would be seen as too heavy-
handed,
. The culture of the health and social care providers may not support such an approach, and;
. Existing legal frameworks do not take into account Open Disclosure.
. A number of respondents also spoke about the need for open disclosure policies to be evidence-based and
patient centred.
(Framework Public Consultation 2022)

Care Experience Survey

HIQA should include questions about open disclosure and open communication into the National Care
Experience Surveys and should use the learning from this activity to inform future standard and guidance
development and inspections. The MHC should include questions about open disclosure and open
communication in any surveys directed at patients/service users, support persons, and clinical and non-clinical
staff including agency staff.

The public consultation asked if are there any other existing regulatory
mechanisms that could help to strengthen compliance with the Framework.
The considerations that were raised by respondents included; the embedding
of Open Disclosure principles in HIQA's processes; and; the inclusion of Open

Disclosure in professional training and the tracking of compliance with such
training requirements. Of lesser frequency in the responses, but worth noting
was a concern with the increased regulatory burden that such measures would bring.
(Framework Public Consultation 2022)
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Professional Regulators

Policies & Codes of Conduct

Professional regulatory bodies must include clear and unequivocal obligations for open disclosure in codes of
conduct, ethics, guidance and standards for regulated professional practitioners, aligned to the definitions and
terminology set out by the Framework. Where appropriate, professional regulators should develop a policy in
relation to open disclosure to support registered professional practitioners to embed open disclosure

into their individual practice.

93% of the respondents to the public consultation considered
(63% Strongly Agree and 30% Agree) that professional regulatory
bodies must include clear and unequivocal obligations for open

disclosure in codes of conduct, ethics, and guidance for regulated
practitioners aligned to the definitions and terminology as
outlined in the Framework.

(Framework Public Consultation 2022)

Open Disclosure Framework Policy in all Education Bodies and Clinical Training Sites

Professional regulators must ensure that all educational bodies involved in the delivery of undergraduate and
postgraduate academic programmes with clinical components have a policy in relation to open disclosure in
place, which aligns with the principles of the Framework. This also includes clinical training sites involved in the
delivery and supervision of student clinical and practice placements.

Undergraduate and postgraduate education and training

In the approval, accreditation, and monitoring of undergraduate education and training programmes with clinical
components and, where relevant, postgraduate education and training programmes with clinical components
for clinical professions, the professional regulators must ensure that the educational body has embedded
communication skills, patient safety incident and adverse event management, and open disclosure into all
programmes. The professional regulator must ensure that the provisions outlined above are also evident in the
design and delivery of the programmes.

Professional Development

Professional regulators must ensure that any guidance or requirements related to professional development,
lifelong learning, and maintenance of professional competence require registrants to engage in learning related
to open disclosure and to keep up to date with legislative and policy changes related to open disclosure.
Professional regulators should be as specific as possible regarding the embedding of open disclosure into
informal and formal learning including engaging in peer discussions, peer review, focus meetings, supervision,
and seeking feedback on their communication skills and participation in open disclosure.

Professional regulators will approve and accredit Continuing Professional Development (CPD) training
programmes on open disclosure submitted by education bodies, private and public education and training
providers, and health and social care service providers. All approved CPD training programmes on open
disclosure should be published by the professional regulators on their websites for easy access for their
registrants.
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m Education Bodies

Undergraduate and Postgraduate Education & Training

Education bodies involved in the delivery of undergraduate and postgraduate academic programmes with
clinical/practical components to the health and social care professions must include communication skills with
a specific focus on open disclosure in their programmes and ensure that the programmes adequately prepare
graduates to understand and participate in open disclosure as part of their professional practice. Health and
social care graduates should have undertaken training in relation to patient safety incidents and adverse events
management as part of their education and training. Health and social care graduates should also understand
the legislative and policy frameworks underpinning open disclosure, the associated legal protections afforded to
them, and the legal responsibilities related to open disclosure. Health and social care graduates should be able
to discuss the role of open disclosure in the provision of safe, patient and service user-centred, and effective
health and social care services.

This applies to all formal education and training programmes with clinical/practical components, not just
programmes that are subject to accreditation or approval and monitoring by a professional regulator.

The majority of the respondents (95 %) to the public consultation believed (71%
Strongly Agree and 24% Agree) that it is important to embed open disclosure in
all undergraduate and postgraduate training programmes.

They also identified two benefits of this approach:

1. Higher compliance with Open Disclosure principles as a result of the

approval, accreditation, and monitoring of undergraduate and postgraduate education, and;
2. Better preparation of new entrants to the health sector workforce as a result of such training.

Other points noted were that it could serve to address the power imbalance between different medical and
clinical grades and that it could prepare the way for any subsequent legislative measures.

Key challenges to the approach were also identified by the respondents:

1. The need for a supportive culture in any organisation that is implementing these Open Disclosure
measures.

2. The difficulty in ensuring that appropriate trainers were available and in place to deliver the required
programmes (identified by a smaller cohort). Also related to this were some concerns about finding space in
the curricula, and that academic teaching was not relevant to the real world.

(Framework Public Consultation 2022)

Clinical and Practice Placements

Educational bodies must ensure that all training sites involved in the delivery and supervision of student

clinical and practice placements have a policy in relation to open disclosure in place, which aligns with the
principles of the Framework. All academic and clinical staff responsible for the clinical and practice education

of health and social care staff and students, both in the educational body and clinical training sites, must have
undertaken formal training in relation to open disclosure and should ensure that all students on placement have
an opportunity to learn more about open disclosure in practice. Additional support must be provided to any
students and/or trainees involved in open disclosure and patient safety incidents and adverse events during
placement or internship.
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KEY MESSAGE

All professional regulators, educational bodies, and health and social

care service regulators involved in the training and education of health
and social care professionals and regulations of their profession and
workplace must embed open disclosure into their operations as outlined
in the Framework and should seek to include open disclosure in all aspects
of their business, where appropriate.

Professional regulatory bodies must include clear and unequivocal obligations for open disclosure
in codes of conduct, ethics, and guidance for regulated practitioners aligned to the definitions and
terminology as outlined in the Framework.

In the approval, accreditation, and monitoring of undergraduate education and training programmes
with clinical components and postgraduate training programmes with clinical components, the
professional regulators must ensure that educational bodies have embedded communication skills,
patient safety incident and adverse event management, and open disclosure into all programmes.

Professional regulators must ensure that any guidance or requirements related to professional
development, lifelong learning, and maintenance of professional competence require registrants to

engage in learning related to open disclosure and to keep up to date with legislative and policy changes

related to open disclosure.

Education bodies involved in the delivery of undergraduate and postgraduate education and training
to health and social care professions must include communication skills with a specific focus on open
disclosure in their programmes and ensure that the programmes adequately prepare graduates to
understand and participate in open disclosure as part of their professional practice.

Health and social care service regulators must embed the principle of open disclosure, as outlined in
the Framework, into their standards and guidelines for health and social care service providers and
assess compliance as part of the inspection of services.
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%W Drivers for Change

Open disclosure is an issue of concern for many patients/service users, support persons, and clinical and non-
clinical health and social care staff. While much has been done to advance this change in our health and social
care system in Ireland, barriers to, and potential for improvements in open disclosure policy and activity remain.

The successful embedding of open disclosure into practice in a consistent way across the health and social care
sector in Ireland is heavily dependent on cultural change as discussed in Chapter 2. This change will also require
a multi-faceted approach and strong leadership and governance.

The introduction and implementation of this national policy framework is a significant step towards this cultural
change, but health and social care service providers and other health and social care agencies will be integral to
initiating, growing, and sustaining a culture of open disclosure in practice.

84% f the respondents to the public consultation regarded the

listed drivers as being of great significance (62% Very Important and
22% Important) in embedding a “just culture” of open disclosure.
(Framework Public Consultation 2022)

Pie Chart 1. Perceived Importance of Drivers of Culture Change (Framework Public Consultation 2022)

PERCEIVED DRIVERS OF CULTURE CHANGE - RANKED

Learning and continuous
improvement

. Communication, Engagement
and Feedback

. Leadership

Training and Development

Open Disclosure Champions
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6.1.1 Learning & Continuous Improvement

Patient safety incidents and adverse events must be identified, managed, reported, disclosed, and reviewed,
and learning derived from them. Health and social care service providers must demonstrate that mechanisms
are in place for learning and improvement in respect of adverse events and patient safety incidents and the
open disclosure process associated with these. It must be clear how learning from patient safety incidents and
adverse events has informed policy and practice change.

Health and social care service providers and other health and social agencies must review their open disclosure
policies, guidelines, and any other associated documentation such as codes of conduct, ethics or guidance,
standards of practice, and template documents regularly, or when legislative changes occur and at least once
every three years. The review and updating of relevant documentation should be informed by any relevant
learning from the application and implementation of policies in practice.

Health and social care service providers must identify and regularly monitor the patient/service user, support
persons, and clinical and non-clinical staff experience of open disclosure. This information will then be used to:
- Inform policy;

- Support capacity building;

- Empower patients/service users, and their support persons to speak up and ask questions;

- Assess how success is measured and encourage leadership;

- Shift to proactive rather than reactive approaches to safety and disclosure;

- Continuously improve education and training content and delivery.

6.1.2 Communication, Engagement & Feedback

In the first instance, open disclosure policies and other relevant documentation must be clearly communicated
to all patients/service users, support persons, and clinical and non-clinical staff including agency staff. Open
disclosure policies, standards and guidelines, professional codes, ethics and guidance, and education and training
that make provision for open disclosure should be developed, updated, and reviewed in collaboration with all
key stakeholders including patients/service users, support persons, and clinical and non-clinical staff including
agency staff.

Those involved in open disclosures, patients/service users, support persons, and clinical and non-clinical staff
including agency staff, should be provided an opportunity to give feedback on their experience and there must
be a system in place to learn from the feedback provided. Patients/service users, support persons, and clinical
and non-clinical staff including agency staff must be kept informed of how the feedback they have provided has
been used by the health and social care service provider to improve policy and practice.

Questions regarding the experience of open disclosure and the management of patient safety incidents

and adverse events should be included in surveys and questionnaires that are circulated to patients/service
users, support persons, and clinical and non-clinical staff including agency staff. Health and social care service
providers and other health and social agencies must embed feedback mechanisms regarding open disclosure
and patient safety incident/adverse event management into their existing systems, where possible.

Mechanisms to assess the culture and practice of open disclosure must be put in place by health and social care
service providers, to provide regular data on how it is working for patients/service users, support persons, and
all clinical and non-clinical staff including agency staff and what progress is being made towards a “just culture”
rather than a “blame culture”.
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6.1.3 Leadership

Health and social care service providers must demonstrate that they have put in place effective processes by
which they support the development of a positive and “just culture” for open disclosure. Health and social

care service providers must be able to demonstrate that all clinical and non-clinical staff including agency staff
are encouraged to report and disclose patient safety incidents, adverse events, or any concerns to patients/
service users, support persons, colleagues, and managers. Health and social care service providers must be able
to demonstrate that they have an “open disclosure by default” approach and that patients/service users and
their support persons are provided with relevant information in a timely manner. Health and social care service
providers and all clinical and non-clinical staff including agency staff must not adopt a defensive approach
seeking to minimise or delay the provision of information by any means.

Leaders and managers within organisations should ensure that the implementation of the principles of

open disclosure forms a key part of the learning systems within their organisations and that the necessary
integration and alignment with organisational processes and procedures is in place. The central emphasis on
communication, support, learning-focused reviews, and transparency in clinical and corporate governance
should be reflected throughout the organisation. International evidence demonstrates that open disclosure
creates larger benefits for the health and social care system and patients/service users by fostering cultures of
openness and trust (Australian Framework 2013).

6.1.4 Training & Development

Formal Induction and Training

Health and social care service providers must ensure that all clinical and non-clinical staff, existing and

new entrants, and agency staff, participate in induction, initial, and refresher training that prepares them to
effectively participate in open disclosure as part of their role. Induction, initial, and refresher training should
deliver the knowledge, skills, and competency needed by all clinical and non-clinical staff including agency staff
to effectively participate in open disclosure and comply with any relevant organisational policies and procedures.
Induction, initial, and refresher training should keep all clinical and non-clinical staff including agency staff

up to date with any relevant changes or updates to the legislative and policy frameworks underpinning open
disclosure, and the associated legal protections afforded to all staff, and their legal responsibilities related to
open disclosure. All clinical and non-clinical including agency staff should understand the role and value of open
disclosure in the provision of safe, patient/service user-centred, and effective health and social care services.

All health and social care service providers must ensure that all clinical and non-clinical staff including agency
staff attend a refresher training at least once every three years and retain a record of the training completed.
Each health and social care service provider will designate specific personnel to lead the development and
delivery of training and the establishment of a support system in relation to open disclosure.

When providing el.earning training, service providers should ensure that it is a combination of eLearning and
face-face training with an emphasis on communication skills development through practice and role play.
elearning alone is not sufficient for clinical staff who will be expected to engage in the open disclosure process.

Informal Learning

Employers should ensure that all clinical and non-clinical staff including agency staff have access to informal
learning opportunities and supports to discuss the implementation and engagement with open disclosure in
practice. Communication skills, with a specific focus on open disclosure, should be routinely featured in informal
learning practices such as in-services, case discussions, supervision, mentoring, focus meetings, and others. All
clinical and non-clinical staff including agency staff should be able to safely discuss their experiences of open
disclosure with peers and line managers to build a culture of open disclosure in practice and to continuously
learn from and improve their communication skills, with a specific focus on open disclosure.
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Ongoing Professional Development

All clinical and non-clinical staff, including agency staff, should periodically include learning about open
disclosure in their professional development. This can be formal or informal. If the legislative and policy
framework underpinning open disclosure has been updated, formal learning should be undertaken. Professional
regulatory bodies will approve and provide a list of accredited continuing education programmes on open
disclosure on their websites. The education providers of continuing education programmes on open disclosure
will also publish their approved programmes on their websites.

Educational bodies involved in the delivery of undergraduate and postgraduate academic programmes with
clinical/practical components should ensure that training in relation to communication skills, patient safety
incident and adverse events management, and open disclosure is included. Students in such programmes should
understand the role of leaders and senior health and social care staff in building a culture of openness and open
disclosure and should have the skills to support colleagues in embedding this into practice.

6.1.5 Open Disclosure Champions
Clinical and managerial champions must be identified and appointed by health and social care service providers
to lead and promote open disclosure policy, education, and training, and monitor practice.

Strong clinical leadership is necessary to build a just culture of open disclosure and reporting within health and
social care organisations. Health and Social Care providers should appoint clinical leaders tasked with ensuring
open disclosure practice is embedded across the organisation. Clinical leaders should have protected time
outside of their clinical duties to undertake this work.

Championing of open disclosure is equally important in non-clinical settings and champions must be identified
and appointed to lead and promote open disclosure policy. The importance of such champions was highlighted
both in the report by the IPSC on underpinning principles and by a number of stakeholders in the focussed
engagement process around this work.

The respondents to the public consultation were asked what other factors could
be considered drivers of change for open disclosure. The most common response
to this question was an open and positive culture. The importance of leadership

was also stressed by a number of respondents. Other factors which received a

number of mentions were the importance of patient input into the Open Disclosure
process, the importance of peer support, adequate resourcing of organisation to
conduct Open Disclosure, and the clarity of policies and procedures.

(Framework Public Consultation 2022)
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Health and social care service providers must demonstrate that mechanisms
are in place for learning and improvement in respect of patient safety
incidents and adverse events and the disclosure process associated with
these. It must be clear how learning from patient safety incidents and
adverse events has informed policy and practice change.

Open disclosure policies and other relevant documentation must be clearly communicated to all
patients/service users, support persons, and clinical and non-clinical staff including agency staff. Open
disclosure policies, guidelines, and any other associated documentation should be developed, updated,
and reviewed in collaboration with all key stakeholders including patients/service users, support
persons, and clinical and non-clinical staff including agency staff.

Those involved in open disclosure and patient safety incidents and adverse events should be provided
an opportunity to give feedback about their experience.

Leaders and managers in health and social care services need to ensure that open disclosure is a key
part of the internal learning systems of the organisation and aligns with other organisational policies
and processes.

Health and social care service providers must ensure that all clinical and non-clinical staff, existing and
new entrants, and agency staff, participate in induction, initial, and refresher training that prepares

them to effectively participate in open disclosure as part of their role.

Health and social care service providers must appoint open disclosure champions to lead and promote
open disclosure policy, education, and training, and monitor practice.
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Monitoring and Evaluation of Open Disclosure

Ongoing monitoring and evaluation of open disclosure is essential for the successful implementation of the
Framework and to embed a culture of open disclosure across the Irish health and social care sector. Monitoring
involves activities such as reporting, recording, measurement of open disclosure in practice, training, education,
and policy implementation. Evaluation involves the collection and analysis of open disclosure data to inform
future policy. The effective monitoring and evaluation of open disclosure in policy and practice will demonstrate
how health and social care organisations comply with the principles set out in this Framework and how they are
contributing to its implementation.

It is important to recognise that open disclosure is only one component of addressing patient safety incidents
and adverse events in health and social care services. Patient safety incidents and adverse events must be
identified, managed, reported, disclosed, and reviewed to derive learning that can help to improve quality and
safety across the services and health and social care system.

Measurement is a key component of clinical governance, risk management, and quality improvement. Internal
measurement and evaluation foster and contribute to accountability and performance culture. Health and
social care organisations should develop open disclosure key performance indicators, evaluate open disclosure
performance, and integrate outcomes into quality improvement, clinical governance, and performance
monitoring.

The mechanisms and indicators for monitoring and evaluation of open disclosure will depend on the type of
organisation and its functions. Health and social care service providers, health and social care service regulators,
professional regulators, and education bodies all have a role to play by collecting and analysing data on open
disclosure, patient safety incidents and adverse events and establishing any associated learning to improve
quality and safety in health and social care services in Ireland.

Organisations must consider how to measure the successful implementation of the Framework, and this will
depend on their role or functions. The subsections below outline the monitoring and evaluation mechanisms
that organisations must consider for the implementation of the Framework.

/8 Monitoring and Evaluating Implementation of this Framework: Dept. of Health

The Department of Health will monitor the implementation of this Framework in keeping with the principles
below. Health and social care service providers, health and social care service regulators, and professional
regulators will be required to submit an annual report by the first week of April each year to the Minister for
Health outlining how they are complying with each relevant section of the Framework, with the option to offer
an explanation for any circumstances in which they are not complying.

The Minister/Department of Health will publish an annual national report on open disclosure to share the
nationwide progress of the development and implementation of policies and procedures, development and
delivery of training programmes, the establishment of support structures for staff and the number of trained
staff and the appointment and training of champions in open disclosure. The number of open disclosure events
initiated and closed by health and social care service providers should also be reported.
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64% of the respondents to the public consultation agreed
(22% Strongly Agree and 42% Agree) with the provisions of
Section 7.2. However, 7% Strongly Disagree and 19%
Disagree with the provisions.

(Framework Public Consultation 2022)

The respondents were asked if the approach to monitoring is sufficient to embed
Open Disclosure in the health and social care sector. A number of respondents
to this question highlighted the limitations of self-reporting and the risk of non-
compliance with the framework. Key themes arising throughout the responses to
this question were the need for accountability for embedding a culture of open
disclosure, the methods of evaluating success, including patient and staff feedback and audit, and finally the
need for support from senior leaders within organisations to ensure the transition from a defensive culture
to a just culture. Other notable issues raised in response to this question were the need to avoid monitoring
becoming a “tick-box” administrative process and to avoid placing an onerous regulatory burden on
overworked healthcare staff. There is also a need to ensure appropriate governance of Open Disclosure and
clear reporting structures within each organisation.

(Framework Public Consultation 2022)

The respondents were also asked about their opinions on the likelihood of

widespread compliance in the health sector with the proposed approach to

monitoring. It was highlighted that a defensive culture exists within the system

and a number of supportive factors were identified including leadership, audit,

and staff support. Staff supports included the establishment of clear structures

for communication and reporting in which staff are trusted to report, staff education and training and in some
instances, additional resources such as protected time are required. Audit of open disclosure was considered
important to ensure compliance.

Leadership was also identified as a key factor in enhancing compliance. Leaders need to engage with and
support staff and use data to drive culture change from the top.
(Framework Public Consultation 2022)
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Health and Social Care Service Provider Considerations

Health and social care service providers are responsible for promoting open communication, ensuring that
procedures exist for open disclosure and the management of patient safety incidents and adverse events.
This should be reflected in their relevant policies and procedures, education, training, and relevant operational
workings. The continuous monitoring and evaluation of open disclosure, patient safety incidents and adverse
events in practice will reduce risk, inform future policy, and ensure the shift from a ‘blame’ culture to a ‘just
culture’ where open communication is valued and accepted as the norm.

Health and social care service providers need to ensure appropriate direction and internal control through a
system of clinical and corporate governance. By continuously monitoring performance and evaluating healthcare
systems and processes for learning and improvement, health and social care service providers can ensure good
governance, risk management, and quality improvement. Monitoring and evaluation of data on patient safety
incidents, adverse events and open disclosure is a vital part of this process.

An annual report on open disclosure must be submitted by health and social care service providers to the
Minister/Department of Health to demonstrate how they are meeting the requirements of the Framework.
The health and social care service providers’ annual report will include information regarding:

a. Development and implementation of open disclosure policy.

b. Development and implementation of open disclosure training for all clinical and non-clinical staff including
agency staff.

Evidence of the availability of support structure for all staff clinical and non-clinical including agency staff.
The number of trained clinical and non-clinical staff including agency staff.

The number of appointed and trained clinical and managerial open disclosure champions.

- Ddoa o

The number of open disclosure events initiated and closed.

Health and social care service providers must also comply with the requirements for mandatory open disclosure
as set out in the Patient Safety (Notifiable Incidents and Open Disclosure) Act 2023.



Table 3. Ranked Reporting Requirements for Healthcare Providers (Framework Public Consultation 2022).

RANKED REPORTING REQUIREMENTS FOR HEALTHCARE PROVIDERS

Development and implementation
of open disclosure policy

Development and implementation of open disclosure
training for all clinical and non clinical including agency staff

Evidence of the availability of support structures for all
staff including clinical, non clinical and agency staff

Examples of learning from open disclosures events

The number of trained clinical and
non clinical and agency staff

The number of open disclosure events initiated and closed

The number of appointed and trained clinical
and managerial open disclosure champions

58.1

57.2

w
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WEIGHTED AVERAGE VOTES

Respondents were asked what else should be captured in the report of Health
and Social Care Service Providers and they suggested the following: reporting
on the patient’s experience via feedback from patients on their experience of

open disclosure.

Respondents also considered reporting on audits, governance structures including accountable persons,
training including the number of trained trainers in Open Disclosure per organisation, face-face
communication skills training and mandated safety culture surveys to be important for health and social care
providers.

(Framework Public Consultation 2022)
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Health and Social Care Service Regulator Considerations

Health and social care service regulators are responsible for setting standards for the delivery of safe, effective
health and social care and inspecting service providers against these standards. Health and social care service
regulators, therefore, play a vital role in monitoring standards in relation to open disclosure and the management
of adverse events/patient safety incidents.

The health and social care service regulators such as the Health Information and Quality Authority (HIQA) and
the Mental Health Commission (MHC) should include in their monitoring standards the implementation of the
open disclosure framework policy in designated centres and other relevant services and registered mental health
services. In particular, the development and implementation of the open disclosure policy, availability of training
and support structure for all clinical and non-clinical staff including agency staff, and the appointment of open
disclosure champions.

It is recognised that Open disclosure is currently inspected by HIQA under the Standards for Safer Better
Healthcare 2012 (Standard 3.5). This will be extended to private hospitals now that the Patient Safety
(Notifiable Incidents and Open Disclosure ) Act 2023 has been enacted.

Opportunities for promoting the importance of open communication and open disclosure after patient safety
incidents and adverse events should be examined as well as ensuring that the principles of the Framework are
ingrained in the development of future standards and inspections.

An annual report on open disclosure must be submitted by HIQA and MHC to the Minister/Department for
Health to assess their compliance with the Framework.

The health and social care service regulators’ annual report will focus on the implementation of the

requirements of the Framework in the designated centres and other relevant services and registered mental

health services and will include information regarding the:

a. Development and implementation of open disclosure policy.

b. Development and implementation of open disclosure training for all clinical and non-clinical staff including
agency staff.

¢. Availability of support structure for all clinical and non-clinical staff including agency staff.

d. Appointment and training of open disclosure champions.
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Table 4. Ranked Reporting Requirements for Service Regulators (Framework Public Consultation 2022).

RANKED REPORTING REQUIREMENTS FOR SERVICE REGULATORS

Development and implementation
of open disclosure policy 58.4

Availability of support structures for all

clinical, non-clinical and agency staff 54.4

Development and implementation of open

disclosure training for all clinical and non... 4

Examples of learning from open disclosures 44.4
events in the services regulated :

Appointment and training of open
disclosure champions 37.6

0 10 20 30 40 50 60 70
WEIGHTED AVERAGE VOTES

Respondents were asked what else should be captured in the report of Health
and Social Care Service Regulators and they suggested the following: Patient
experience of open disclosure, patient support and access to independent
advocacy services.

Other measures considered important for reporting were improvements in policy and practice that have been
implemented based on learnings from incidents and open disclosure as well as barriers and facilitators of

embedding Open Disclosure in practice.

Replies to this question also considered publication of the numbers of open disclosures, role modelling by

senior leaders, and the number of complaints received and appealed in relation to open disclosure as possible
reporting requirements for health and social care regulators.

(Framework Public Consultation 2022)
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VAW Professional Regulator Considerations

Professional regulators investigate complaints received about healthcare professionals specified under their
legal mandate, evaluate whether health and social care professionals meet the requirements to practice in
Ireland, and ensure that their registrants carry out and maintain records of continuing professional development.
They maintain the register of the health and social care practitioners that they regulate and also evaluate and
approve academic health and social care programmes with clinical components delivered by education bodies.
Professional regulators therefore play a key role in monitoring health and social care professionals’ compliance
with open disclosure practise as well as ensuring that open disclosure is a key component of approved academic
health and social care programmes with clinical components.

Professional regulators should report on changes to their relevant regulatory framework which aim to embed
open disclosure into health and social care professional practises (e.g., codes of conduct, ethics, guidance,

or standards where relevant). Professional regulators should also report on the number of undergraduate

and postgraduate academic programmes with clinical/practical components that they have evaluated and
approved which prepare the graduates in open communication, management of patient safety incidents and
adverse events and open disclosure. These courses should prepare graduates in the associated policy and legal
framework, including the relevant protections afforded to healthcare professionals under the Civil Liability
(Amendment) Act 2017 and the Patient Safety (Notifiable Incidents and Open Disclosure) Act 2023.

Professional regulators should also report on the number of approved CPD training programmes on open
disclosure available for their registrants and publish a list of these CPD training programmes on their websites.

An annual report on open disclosure must be made available by all professional regulators to the Minister/
Department of Health to assess their compliance with the Framework.

The professional regulators’ annual report will include information regarding the:

a. Details of Open disclosure embedded in the code of conduct/ethics.

b. Number of approved academic health and social care programmes with clinical /practical components
incorporating open disclosure training.

Number of approved CPD courses on open disclosure.

O

d. Number of complaints receive related to Open Disclosure and analysis of these numbers and issues
(Inclusion of this provision arises from the public consultation feedback).
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Pie Chart 2. Reporting Requirements for Professional Regulators - Ranked
(Framework Public Consultation 2022)

REPORTING REQUIREMENTS FOR PROFESSIONAL REGULATORS - RANKED

Details of Open Disclosure embeded
in the code of conduct/ethics

Number of approved academic health and
spcial care programmes with clinical components
incorporating open disclosure training

. Number of approved CPD courses on
34% open disclosure

Respondents were asked what else should be captured in the report of
Professional Regulators and they suggested the following:

. It would be useful for professional regulators to report on the number of
complaints they receive related to Open Disclosure with some degree of
analysis applied to these numbers.

. Professional regulators should report on the number of staff who have completed open disclosure training,
including de-briefing, and learning, and the number of staff who have completed CPD training.

. Examples in which open disclosure had a positive outcome and where it led to changes in policy and
practice should be reported.

(Framework Public Consultation 2022)
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Education Body Considerations

Education bodies providing academic programmes with clinical components deliver undergraduate (e.g., Trinity
School of Medicine) and postgraduate (e.g., Irish College of General Practitioners) courses in health and social
care education, providing graduates with the essential training needed to work effectively in the Irish Health
and Social Care Sector. In recognition of the changing culture within health and social care, these providers are
extremely well placed to educate prospective graduates in open communication, management of patient safety
incidents and adverse events and open disclosure when things go wrong in health and social care. By promoting
the importance of these concepts through education and training, education bodies can equip graduates for a
career in the modern health and social care service, reinforcing a culture of openness between clinicians, staff,
and patients/service users and their support persons.

Education bodies must report on how open communication, management of patient safety incidents/adverse
events and open disclosure are incorporated into health and social care programmes with clinical components to
the relevant professional regulators. The report should include the development and implementation of policy,
and the development and delivery of training in open disclosure.

Education bodies should also report on the CPD courses that they offer in open communication, patient safety
incident/adverse event management, and open disclosure and indicate whether these courses have been
accredited by their relevant regulatory body. These CPD courses should also be published on the websites of
the education bodies.

Annual Report to the Minister for Health

An aggregated report based on the annual reports submitted by health and social care providers, health and
social care regulators, and professional regulators and their stakeholders will be produced annually by the
National Patient Safety Office to brief the Minister for Health. The Minister will be briefed on the compliance

of stakeholders, the progress of the development and implementation of open disclosure policies, the
development, approval, and delivery of education and training programmes, and the inclusion of open disclosure
in all approved health and social care programmes with clinical/practical components and the number of staff
and students trained. The Minister will be also briefed on the appointment of open disclosure champions, and
the number of open disclosure events initiated and closed by health and social care service providers.

The aggregated report should also include the details of stakeholders who are not meeting the requirements of
the Framework. These organisations should identify what sections of the Framework they consider challenging
to implement and provide an explanation as to why. The annual aggregated report on the implementation of the
Framework will be published on the Department of Health website to inform the public and it will be circulated
to relevant stakeholders.

National Open Disclosure Framework (2023)



Review of the Policy

The Department of Health will formally review the implementation of the Framework after 3 years. In the event
that the implementation of the Framework is not deemed to be successful, the Department of Health will
review the implementation model and initiate a more regulated approach to ensure that all the requirements of
the Framework are fully implemented and adopted by all concerned stakeholders.

KEY MESSAGE

Health and social care service providers, health and social care service
regulators, and professional regulators must develop key performance
indicators, appropriate to their organisational functions for measuring
the implementation of the Framework.

Health and social care service providers, health and social care service regulators, and professional
regulators must submit an annual report to the Department of Health/Minister for Health outlining
how they are complying with the implementation of this framework. Education bodies must submit
their annual report to their respective professional regulators.

Organisations who are not meeting the requirements of the Framework must identify what sections of
the Framework they consider challenging to implement and provide an explanation as to why.

National Patient Safety Office (Advocacy & Legislation)
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