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Introduction

Background

NHS Scotland has a statutory duty to ensure the quality of care that it delivers. Since 1998,
the process that healthcare providers use to measure, report on and improve quality has
been referred to as clinical governance. In 2005, NHS Quality Improvement Scotland
published national standards for Clinical Governance & Risk management: Achieving safe,
effective, patient-focused care and services. The aim of the standards was to ensure that NHS
boards had clinical governance and risk management arrangements in place to support the
delivery of safe, effective, person-centred care and services.

Clinical governance

An effective governance infrastructure is essential to the delivery of high-quality healthcare
and continuous improvement. The primary functions of governance are to set direction and
identify priorities, hold leaders to account, manage risks, engage with key stakeholders and
influence the overall culture of the organisation. It is the framework of systems and
processes that organisations use to assess and improve clinical care.!

Clinical governance is an integral and essential part of the NHS Scotland governance
framework. It is defined as ‘a system through which NHS organisations are accountable for
continuously improving the quality of their services and safeguarding high standards of care
by creating an environment in which excellence in clinical care will flourish’.% 3

Details of all current governance requirements for NHS boards are provided in the Blueprint
for Good Governance (2022).

Quality management in healthcare

Whole system quality management frameworks recognise the complex and person-specific
nature of healthcare.? They allow continuous learning and adaptation to new technologies,
global challenges and increasingly integrated systems.> © Involving staff, communities and
people with lived experience in decisions about the design of services is an essential part of
this approach to quality management.” In Scotland, the Scottish Patient Safety Programme
recognises the benefits of a staff-led approach to continuous improvement and learning.®
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Standards are an essential part of a whole-system quality management system. Standards
are used in clinical governance to benchmark performance. As part of a wider quality
management system, self assessment against standards helps organisations understand
their whole system. Healthcare organisations can use standards to plan and prioritise
improvement and ensure that their aims are in line with current best practice and national
strategies.

Population covered by the clinical governance standards

The standards will apply to all clinical services planned, commissioned or delivered within
the health and social care system in Scotland.

Clinical is defined as any individual or population healthcare intervention or service requiring
assessment, planning, provision, evaluation or oversight by a registered healthcare
professional.

The standards will apply in all settings where people (adults and children) receive clinical
care services in Scotland.

Providers responsible for meeting the standards

e healthcare services planned, delivered or commissioned by NHS Scotland

e healthcare services planned, delivered or commissioned by Health and Social Care
Partnerships

e primary care providers
e national NHS boards
e independent healthcare providers including third sector providers

¢ independent social care providers who deliver or provide clinical services.
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Related guidance and policy

These standards are underpinned by human rights and seek to provide better outcomes for
everyone accessing clinical services in Scotland.

The clinical governance standards should be read alongside:

e A national framework for reviewing and learning from adverse events in NHS
Scotland: February 2025

e Blueprint for Good Governance (2022)
e Data Protection Act 2018

e Equality Act 2010: guidance

e Health and Care (Staffing) (Scotland) Act 2019: Statutory guidance
e Health and Social Care Standards (2017)

e NHS clinical strategy (2016)

e NHS operational improvement plan (2025)

e NHS Scotland operational improvement plan

e QOperating Framework for Healthcare Improvement Scotland and the Scottish
Government (2022)

e Patient Rights (Scotland) Act 2011

e Public Sector Equality Duty: guidance for public authorities

e Realistic Medicine

e The Health and Care (Staffing) (Scotland) Act 2019
e The NIS Regulations 2018

e The right to health

e The Scottish Approach to Service Design (SAtSD)

e UK GDPR

Format of the standards

All HIS standards follow the same format. Each standard includes:

e an overarching standard statement

e arationale explaining why the standard is important

e alist of criteria describing what is needed to meet the standard

e what the standard means for the person

e what the standard means if you are a member of staff

e what the standard means for organisations

e examples of what meeting the standard might look like in practice.
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Glossary

Wherever possible, we have used generic terminology that can be applied across all health
and social care settings. The terms ‘people,’ ‘person’ or ‘individual’ are used within the
criteria to refer to the person receiving care or support.

The term care partner refers to any person or representative the individual wishes to be
involved in their care. This may be a friend, neighbour, family member or other person who
may provide informal help or support.

Unpaid carers provide or intend to provide care for an individual and their role is recognised
under the Carers (Scotland) Act 2016.°

Staff refers to people who are employed to provide health and care support to an individual.
It includes but is not limited to those defined in the Health and Care (Staffing) (Scotland) Act
2019.10

Organisation refers to all health and social care providers or services that provide or have
oversight for clinical care.
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How to participate in the consultation
process

We welcome feedback on the draft standards and will review every comment received. We
are using different methods of consultation, including:

e online and face-to face engagement

e meeting and event attendance to raise awareness and hear feedback

e an online survey.

Submitting your comments.

Responses to the draft standards should be submitted using our online survey:
https://www.smartsurvey.co.uk/s/3RRFYJ/

The consultation closes on 2 September 2025. If you would like to submit your comments
using a different format, please contact the project team on
his.standardsandindicators@nhs.scot.

Consultation feedback

At the end of the consultation period, all comments will be collated. The Standards
Development Group will create a response to each comment received on the draft
standards. The response will explain how the comments were considered when producing
the final standards.

A summary of the responses to the consultation will be made available on request from the
project team at his.standardsandindicators@nhs.scot.

The final standards will be published in March 2026.
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Standards summary

Standard 1: Staffing and staff management

Clinical services have effective leadership, oversight and staffing levels.

Standard 2: Clinical audit and quality improvement

Clinical services use data and intelligence to monitor and improve the safety and quality
of the service.

Standard 3: Clinical effectiveness

People receive timely, personalised and evidence-based clinical care.

Standard 4: Risk management and safety

Clinical services monitor practice and respond to safety concerns, risks and near misses.

Standard 5: Education and training

Staff delivering clinical services have the skills, training and support to provide safe,
effective and person-centred care.

Standard 6: Service user and patient involvement

Clinical services involve people and communities in the design and delivery of services.

Standard 7: Data and information

Clinical services store and share personal data appropriately and use safe, secure systems
and tools.
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Standard 1: Staffing and staff management

Standard statement

Clinical services have effective leadership, oversight and staffing levels.

Rationale

Leadership at all levels ensures that the organisation’s strategic vision is communicated to all
staff. This supports effective planning and delivery of services.!! Leadership and effective
strategic planning have a significant effect on all quality practices in healthcare. Leadership
has been found to be the main driver of quality and has a significant impact on other quality
domains.t% 13

Where clinical services are planned or delivered in partnership, clear lines of accountability
in partnership structures ensure that staff are aware of governance and reporting
mechanisms. Where appropriate, partnership-wide self assessment, governance frameworks
and improvement plans can support effective integration.

The Health and Care (Staffing) (Scotland) Act 2019 provides a statutory basis for the
provision of appropriate staffing in health and care services. Statutory guidance has been
published to support organisations with duties outlined in the Act to meet the Act’s
requirements and ensure appropriate staff levels and training. The use of capacity planning
tools and data is a key component to the implementation and monitoring of safe staffing
levels.

Staff must uphold the professional standards expected of them by their professional
regulator or NHS Scotland.'*1” Staff governance is outlined in the Blueprint for Good
Governance (2022).

Criteria

1.1  Organisations have workforce plans to ensure current and future levels of staffing are
safe and sustainable.

1.2  Each service has an agreed staffing model, which:

e emphasises values-based practice, including compassion and understanding®®

e offers the correct blend of skills to ensure timely assessment and appropriate
referral where necessary

e enables continuous safe care and support to be provided

e jssustainable.
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13

14

1.5

1.6

1.7

1.8

1.9

1.10

Organisations have agreements for the delivery of each service, which cover:

e shared aims, a vision and a culture
e team structure, including clearly-defined roles and responsibilities
e mechanisms for ongoing learning and evaluation to improve joint practice

e resourcing.

Staff experience leadership at all levels that is:

compassionate
e inclusive

e positive

e motivational

e visible

e confident.

Organisations have defined values that are communicated to all staff.

The organisation has objectives and priorities that:

o reflect its overall vision, strategy and aims

e aredriven by what is relevant and important to people who use the services it
provides

e are effectively communicated and well understood across the organisation and
the community it serves

e are reflected in the objectives of services, teams and staff job roles.

Staff, including leaders, routinely undertake performance appraisals, including
reflection on feedback from all areas of their work.

Organisations ensure systems and processes are in place to address fairly any
workplace issues in a timely manner.

Staff work within defined clinical competencies and seek specialist advice, second
opinion or further clarification where needed.

Organisations check and validate professional qualifications and registration (where
applicable) of all staff:

e prior to their starting work

e throughout the duration of their employment where they are required to
maintain or renew their registration.
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1.11 Organisations have robust processes in place to identify and mitigate the risk of
employing staff who have criminal convictions for, or previous investigations into,
abuse, harm or unsafe practice.

What does the standard mean for people?

e You can be confident that the organisation is well led and managed.

e The organisation will have appropriate systems and controls in place for
recruitment.

e Staff will have time and support from their teams to care for you.
e You will be supported by staff who are confident in their organisation.

What does the standard mean for staff?

Staff, in line with roles, responsibilities and workplace setting:

e experience positive and compassionate leadership
e work in adequately-staffed teams and services
e understand and act in line with core values

e understand their role within a multidisciplinary team.

What does the standard mean for the organisation?

Organisations:

e ensure adequate levels of staffing and appropriate skill mix to ensure continuity of
care and support in line with the Health and Care (Staffing) Scotland Act 2019

e have workforce resilience plans and implementation monitoring

e ensure consistently adequate and sustainable safe staffing levels

e support staff through effective leadership

e have a clearly communicated vision that is in line with national priorities

e provide clear leadership and oversight of healthcare services.
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Examples of what meeting this standard might look like

e Evidence of leadership training and development pathways.
e Use of staffing tools and workload models to plan required capacity.
e Audit of staff vacancies, staff retention and safe staffing levels and action plans.

e Board reports on adherence to provisions of the Health and Care (Staffing)
Scotland Act 2019.

e Evidence of joint and interdisciplinary training and education.

e C(lear organisational charts describing lines of accountability and defined roles and
responsibilities.

e Enhanced background checks for staff and compliance with professional
regulators.

e Evidence of documented roles, responsibilities, accountability and funding
structure for multiagency teams and services.
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Standard 2: Clinical audit and quality
improvement

Standard statement

Clinical services use data and intelligence to monitor and improve the safety and quality of
the service.

Rationale

Implementing a whole-system approach to quality means the organisation learns how to
continually, reliably and sustainably meet the changing needs of staff, service users and
communities.'® A coordinated and consistent way of managing quality ensures that the
organisation prioritises, plans for, measures and improves quality.> 29 System-wide quality
requires the commitment and capacity to drive continuous improvement.?! Proactive
management of quality requires organisations to identify and plan improvement before
performance issues arise.

An effective clinical audit infrastructure is essential for the delivery of high-quality care. This
enables organisations to meet changing healthcare needs through continual monitoring,
planning, improving and assuring quality. Organisations benefit from and share expertise
through continuous learning and planned improvement. This enables learning, sharing of
data and identification of ‘bright spots’. A learning system, with data and intelligence from
different sources, allows services and systems to understand and plan more effectively and
share good practice.?

Criteria
2.1 Organisations undertake routine clinical audit, self assessment and benchmarking as
part of reporting quality and safety at board level or equivalent.
2.2 Organisations implement a systematic and evidence-based whole-system quality
management approach.
2.3 Organisations participate in national datasets, audit, evaluation and research and

they use information from this work to continuously improve care.

24 Organisations have processes to monitor service and system data to identify:

e signals of safety or quality issues

e bright spots or areas of learning and good practice.
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2.5 Organisations have systems and processes in place to improve quality and safety
across the whole system by:

e share intelligence and learning

e rolling out good practice.

2.6 Organisations collect demographic data, including ethnicity, when reviewing safety
incidents and use this data to reduce health inequalities.

2.7 Organisations use local data and intelligence, including people’s experiences of
services, to:

e understand their system

e identify issues with quality or safety

e address gaps or inconsistencies in data collection
e develop data-led improvement plans

e monitor the impact of improvement plans on quality or safety.

2.8 Staff use evidence-based tools and improvement approaches to undertake tests of
change and practice innovation in their teams and services.

What does the standard mean for people?

e QOrganisations are always learning to make your healthcare better.

e Organisations monitor their own services so they can understand where
improvements are needed.

e Services share their learning with other services.

What does the standard mean for staff?

Staff, in line with roles, responsibilities and workplace setting:

e continuously improve care and treatment

e undertake local improvement work and tests of change

e understand their role in improving quality across the whole system
e provide data and support clinical audit

e implement innovative practice and share learning.
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What does the standard mean for the organisation?

Organisations:

e actively monitor the quality of care they deliver through established governance and
oversight forums

e use data and intelligence to monitor and improve safety and quality

e work collaboratively with other organisations to share learning and improve safety
and quality of care

e implement a whole-system evidence-based quality management system.

Examples of what meeting this standard might look like

¢ Implementation of a quality management system at all levels of the organisation.

e Use of accessible and intuitive data dashboards, including progress against key
indicators for quality reporting at board level or equivalent.

e Participation in national forums and informal intelligence sharing networks.
e Staff training in quality improvement skills, knowledge and expertise at all levels.

e Provision and uptake of staff education and training in quality improvement
methodology relevant to their role and responsibilities.

e Minutes and actions from forums.
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Standard 3: Clinical effectiveness

Standard statement

People receive timely, personalised and evidence-based clinical care.

Rationale

Clinical effectiveness is centred on providing evidence-based care with positive outcomes for
individuals and populations.?® Effective clinical care is where interventions are provided to all
who could benefit. It includes avoiding interventions when they are likely to provide little or
no benefit to a person. Evaluation and outcome frameworks can be used to determine
effectiveness. Considering the context and wider impact of a clinical intervention can give a
clearer indication of the effectiveness of a complex intervention.?*

Effective clinical care ensures people receive the right care at the right time.?* Personalised
or person-centred healthcare ensures that individual clinical interventions or treatments are
based on a person’s specific context, values and preferences. Treatment and care tailored to
a person may improve their clinical and self-reported outcomes.?® Implementing the
principle of Realistic Medicine can reduce unnecessary interventions which, while clinically
indicated, may not be effective in terms of an individual’s particular circumstances or
choices.

Clinical services are required to ensure that people are fully informed about their individual
benefits and risks when consenting to interventions.?” Healthcare practitioners should fully
explain the situation and options and support people to make decisions about their health
and care.?® Shared decision making can reduce harm and improve the quality of care.?®-31

To ensure their patient rights are fully upheld, people require timely information in a format
and language that meets their communication needs and level of understanding.3? Inclusive
information is sensitive, accessible and clear to meet the differing needs of individuals.33-3®
All communications, including online clinical information, should meet accessibility
standards and public sector requirements under the Equality Act (2010).3” 38 Clinical services
must make reasonable adjustments to ensure people who are protected under the Act can
access care and participate meaningfully in discussions.

Effective research governance, knowledge exchange and assessment of technology enables
health systems to maintain the pace of change. Collaborative efforts, including joint global
efforts, ensure that research and data is accurate, equitable, and meaningful.3°> NHS Scotland
supports involvement of organisations in multicentre research trials. This requires robust
research governance frameworks that support participation of people and communities.
Regulated standards from the Medicines and Healthcare products Regulatory Agency
(MHRA) must be met.
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Criteria

3.1

3.2

3.3

34

3.5

3.6

3.7

3.8

3.9

Organisations monitor their alignment with all relevant standards and
benchmark their progress towards full implementation.

Organisations demonstrate adoption or implementation plans for all relevant
clinical guidelines and monitor practice alignment.

Organisations have the infrastructure to work in partnership with academic,
research, third sector and commercial partners to participate in research and
develop clinical excellence.

All staff groups have time, resources and support to participate in knowledge
development and exchange and remain up to date with current best practice
and clinical evidence.

Staff develop an understanding of the person they are caring for as an
individual, including:

e how they are affected by their condition or conditions

e how the person's circumstances and experiences affect their condition or
conditions and treatment

e their goals and outcomes.

People are actively enabled and supported as appropriate to develop the
knowledge, skills and confidence to manage their own care and treatment,
where relevant.

People have timely access to inclusive, relevant and easy to understand
information to enable them to make decisions and choices about their health
and care.

People have the information and support to understand the purpose, risks,
alternatives and benefits of any treatment or intervention.

People are:

e asked about what and who matters to them

e supported to set and review personal goals and outcomes.
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3.10 Care and treatment plans:

e are based on early discussions about the person’s values, needs and
circumstances

e integrate information and input from all relevant services to put the
person at the centre, reduce duplication and support safe transfer of
care

e are developed in partnership with the person and, where appropriate,
their care partner.

3.11 People can discuss results, treatment and care options with appropriately
trained staff and are supported to participate as equals in shared decision
making.

What does the standard mean for people?

e You will be actively involved in making decisions about your health and care.
e The healthcare you receive will be personalised and based on what is right for you.

e You will receive information that is right for you to help you make decisions or
choices about your healthcare.

e Staff will listen to you, your needs and what matters to you.
e The healthcare you receive will be in line with current best practice and evidence.

e You will have access to assessments, tests, treatment and medicines that are
effective.

What does the standard mean for staff?

Staff, in line with roles, responsibilities and workplace setting:

e work to high-quality clinical and practice guidance
e provide personalised and evidence-based clinical care
e consider a person’s experiences, values and priorities at all stages of care planning

e recognise the importance of autonomy and the right of the individual to make
informed decisions about their care

e have access to new validated techniques, medicines and technologies
e work across different disciplines and organisations to coordinate care

e have time to develop and expand their specialist knowledge.
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What does the standard mean for the organisation?

Organisations:

e ensure people are cared for in the right place at the right time
e demonstrate practice alignment with relevant standards and clinical guidelines

e work in partnership with research organisations and universities to contribute to
knowledge and define best practice

e provide opportunities for staff to take part in research

e support the development and implementation of evidence-based technology
assessments and guidelines.

Examples of what meeting this standard might look like

e Self-evaluation and assessment against national standards and clinical guidelines.
¢ Implementation and knowledge exchange work to translate research into practice.

e Existence of formal research partnerships, joint funding bids and research
collaboratives.

e Research output including publications, new practice and improvement work.

e Use of ‘What Matters to You’ boards, supported conversations and documented
individual needs.

e Feedback from people and care partners on their experience of shared decision
making.

e Use of alternative and augmentative communication systems or communication
aids.

e Use of health passports detailing people’s communication needs, adjustments,
preferences and adaptations.
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Standard 4: Risk management and safety

Standard statement

Clinical services monitor practice and respond to safety concerns, risks and near misses.

Rationale

Enabling and managing risk is a central part of delivering high-quality health and social care
services. Organisations have a duty of candour to be open and transparent about clinical risk
and how it is managed. Openness and honesty must be central to every relationship
between those providing and those experiencing treatment and care.*°

National statutory inquiries into harm, safety issues or poor performance consistently
highlight a lack of ‘safety culture.” Learning from incident and inquiries highlights that
organisations should listen to people’s experience, respond to early warning signs, address
staff concerns and prioritise safety.*%® Risk management protocols and processes ensure
that risks are escalated and mitigated at the right level.#” National standards outline that
processes for whistleblowing should support staff to raise concerns in a psychologically safe
way and ensure that staff are adequately protected and supported.*®

Adverse events and complaints are a key source of intelligence about the safety and quality
of a service. Adverse events, near misses, complaints and positive feedback on good practice
can help organisations anticipate future risks and prevent or reduce harm.*® Consistent
national reporting ensures that incidents and monitoring and learning from adverse events is
shared.>% 5!

Criteria

4.1 Clinical risk is identified, evaluated and managed according to local protocols:

e atservice and ward level (or equivalent)
e at organisational level

e across the system through a consistent national safety reporting
mechanism.
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4.2

4.3

4.4

4.5

4.6

4.7

4.8

Organisations have a robust governance and reporting structure to support
effective oversight and assurance, including:

e clinical leadership and scrutiny of decisions at board level or equivalent
e named responsible officers and deputies

e compliance with regulatory and statutory responsibilities

e proactive management of clinical risk

e oversight of prescribing, supplying and administering medicines.

Organisations have effective processes for managing complaints, incidents, near
misses and adverse events, in line with national policy. This includes:

e standard and consistent approaches to reporting and responding

e systems to ensure an appropriate response is undertaken within
nationally recommended timelines

e documented escalation policies for response, investigation and review
e clear lines of accountability for local review and response

e processes to identify and respond to emerging or recurring themes

systems for monitoring progress against actions and improvement plans.

Staff use the local adverse event reporting system to report on adverse events,
including near misses.

Organisations are fully transparent and provide timely information to anyone
affected by adverse events or near misses, including staff, in line with national
guidance.

Organisations have systems and processes in place to ensure that:

e they learn from each investigation of an adverse event or safety concern

e all learning from safety concerns, including adverse events, is shared and
implemented widely

e annual reports are published in line with duty of candour legislation.

Organisations have processes to support staff who raise concerns about any
aspect of service delivery they feel may have a detrimental effect on the quality
of services.

Organisations maintain a confidential record of all staff concerns and the action
taken in response to those concerns.
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4.9

4.10

4.11

4.12

4.13

4.14

4.15

Organisations have an independent officer at board level or equivalent who is
responsible for handling complaints and whistleblowing.

Organisations have systems and processes in place to demonstrate adherence
to national whistleblowing standards.

Organisations ensure that their complaints process:

e s easy to access, understand and complete
e isoutlined in a range of different formats and languages

e includes information for further support, information and advocacy,
where appropriate.

Organisations provide a timely and appropriate response to complaints,
including any learning or improvement plans that have been developed as a
result.

Organisations proactively identify, evaluate and manage risks associated with
changes to the design or delivery of services.

Organisations can demonstrate a clear commitment to openness and
transparent decision making.

Information about services is transparent, inclusive and appropriately shared.

What does the standard mean for people?

You can be confident that services are monitored to make sure they are safe.
You can be confident that services are regularly reviewed to check their quality.

You can be confident that if something goes wrong, the service will find out why it
happened and make changes to improve.

You can be confident that if you have been affected by something that went
wrong, the service will investigate and contact you with further information.
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What does the standard mean for staff?

Staff, in line with roles, responsibilities and workplace setting:

e demonstrate responsibility and accountability for their own and others’
professional practice

e workin a culture of openness, receptiveness and putting learning into action
e feel confident that concerns they raise will be listened to and acted on

e are supported to raise concerns and address quality issues in their service or area
of work.

What does the standard mean for the organisation?

Organisations:

e provide assurance and oversight for patient safety in all services they plan,
commission and deliver

e promote patient safety and encourage a culture of openness and learning
e act immediately on concerns, intelligence and early warnings

e support staff and people who raise concerns or issues.

Examples of what meeting this standard might look like

e Regular reporting and scrutiny of quality at board level or equivalent.

e Risk registers, risk logs, mitigation plans and action plans for clinical risk at board
level or equivalent.

e Action or implementation plans at board level or equivalent for quality standards,
including condition- or population-specific standards.

e Evidence of reporting and review of risk, incidents and events, including clear
routes for escalation.

e Evidence of review and learning from adverse events and safety-critical incidents.

e Monitoring the number of adverse events reviews concluded within nationally
recommended time frames.
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Standard 5: Education and training

Standard statement

Staff delivering clinical services have the skills, training and support to provide safe,
effective and person-centred care.

Rationale

Staff with the appropriate knowledge and training ensure the delivery of clinical care that is
safe, effective, high-quality, evidence-based and person-centred. Staff training, education
and support should reference relevant local and national protocols, frameworks, guidance
and good practice.>> >3 A healthy and supportive working environment can optimise staff
and team wellbeing and performance. This includes time for learning and reflection, support
for innovation, provision of breaks and mechanisms for staff to provide feedback to the
service using a psychologically safe process.

Training should be provided to enable staff to understand and respond to factors that
matter to people. This includes the impact of culture, relationships and social support.
Services should consider barriers experienced by people accessing services, including, but
not limited to, people with disabilities, additional language or communication needs, or
those living in remote or rural communities.

Criteria
5.1 Organisations implement a comprehensive and multifaceted education and
training programme that:
e protects learning time
e includes an evaluation of staff learning needs
e isresponsive to staff roles, responsibilities and workplace settings
e supports continuing professional development (CPD), with opportunities
for upskilling to advanced roles
e isaligned to professional development frameworks.
5.2 All staff understand their responsibilities and respect the professional
competences and contributions of all members of the care team.
5.3 Staff are provided with time, resources and support to access and complete
training and education appropriate to their roles, responsibilities and workplace
setting.
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5.4

5.5

5.6

5.7

Staff who mentor or supervise others receive training on:

e effective and supportive people management
e embedding reflective practice
e how to develop their own skills and knowledge.

Staff are supported in giving honest and open feedback to their colleagues to
support reflective practice and peer learning.

Staff have routine access to appropriate clinical supervision.

All staff are enabled to deliver person-centred and trauma-informed care, which
ensures staff:

e treat people with dignity, respect, kindness, compassion, understanding,
courtesy and honesty

e respect the person’s right to privacy and confidentiality

e support the person to make decisions and shape the care they receive.

What does the standard mean for people?

judgemental.

You will be supported by staff who are knowledgeable, skilled and non-

You will be treated with kindness, compassion, dignity and respect.

What does the standard mean for staff?

Staff, in line with roles, responsibilities and workplace setting are enabled to:

identify their learning needs
participate in appropriate CPD, education and training, with time for reflection and
feedback

understand people’s experience of services and take into account barriers people
may face in accessing services

attend education and training, including mandatory training, with protected
learning time and resources, if required

can access appropriate supervision and support, including support for vicarious
trauma if required.
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What does the standard mean for the organisation?

Organisations:

e provide interdisciplinary and multidisciplinary training, with partners as
appropriate

e ensure staff have appropriate education, training, supervision, supportive
leadership, feedback and time for reflection

e ensure all staff are appropriately qualified and trained, and provide assurance of
this within national governance structures

e provide time, resources and support for staff to access and participate in
appropriate education, training, supervision and CPD

e ensure training, supervision and CPD is provided by appropriately trained,
competent and qualified staff

e evaluate and respond to the provision, uptake and effectiveness of training,
including staff feedback.

Examples of what meeting this standard might look like

e Training, education and CPD audit and plans.
e Evidence of multidisciplinary and interdisciplinary training and education.
e Provision and uptake of external and multiagency training.

e Partnerships between NHS boards, hospitals or services and higher education
institutions.
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Standard 6: Service user and patient
involvement

Standard statement

Clinical services involve people and communities in the design and delivery of services.

Rationale

Involvement of people and communities helps to ensure that services are equitable,
sustainable and rights based.?® This is outlined in national standards on public
involvement.>*>> To ensure that clinical services are high-quality, people should be
meaningfully involved in the design and delivery of services, assessment of technology and
development of clinical pathways, guidelines and standards.>®

Understanding the barriers to engagement and the context people live in can support
meaningful public engagement in the design and delivery of clinical services.>’%? Approaches
should be transparent and involve people as part of the methodology design process.®3-6°
Following the principles of the Scottish Approach to Service Design, organisations should
work together to understand the system and engage fully with service users and
communities to understand where improvements can be made.%®

Criteria
6.1 Organisations use evidence-based participation models and approaches to
understand the practical reality of people’s experience of clinical services.
6.2 Organisations use evidence-based user design approaches to support
meaningful participation and codesign of new services.
6.3 Organisations:
e use validated tools, data and community engagement methods
e understand barriers in accessing services
e identify underserved communities or locations
e understand the prevalence and impact of health inequalities in their
local population.
6.4 Organisations undertake regular local population needs assessments using the

routine collection of data on deprivation, rurality, gender, age, disability, race
and ethnicity.
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6.5 Organisations enable and support people to provide meaningful feedback on
their experience of clinical services.

6.6 Organisations can demonstrate where feedback from individuals or
communities has resulted in a change.

6.7 Organisations can demonstrate that involvement of people with lived
experience is:

e representative
e inclusive
o flexible

e effectively governed through impact assessments and self-evaluation.

6.8 Organisations ensure information about the location, referral mechanism,
opening times and performance of services is:

e easytofind
e inclusive

e accessible.

What does the standard mean for people?

e You can be involved in the design and delivery of clinical services, if you wish.
e You will be able to give feedback on your experience of services.

e Services will be inclusive and accessible.

What does the standard mean for staff?

Staff, in line with roles, responsibilities and workplace setting:

e take part in communication, engagement or participation programmes
e understand the populations they work with

e understand their role in involving people and communities in the design and
delivery of services.
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What does the standard mean for the organisation?

Organisations:

e listen to people and communities about the services they provide

e have processes in place to facilitate codesign when planning and redesigning
services

e use data and information to understand and reduce health inequalities

e demonstrate compliance with accessibility requirements and standards.

Examples of what meeting this standard might look like

e Communication audit against accessibility requirements.
e Use of participation, engagement and public involvement approaches.

e Use of Equality Impact Assessments, Islands Community Assessments and evidence
of adherence to the Public Sector Equality Duty.

e Evidence of patient and community involvement in service design and delivery.
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Standard 7: Data and information

Standard statement

Clinical services store and share personal data appropriately and use safe, secure systems
and tools.

Rationale

Integrated and readily accessible records can reduce duplication of work, avoid unnecessary
appointments, support safe transfers of care and improve people’s experience of the health
and social care system. Access to personal health data can support people to better manage
their own health and care in line with what matters to them.®” Compliance with information
and data standards supports integration and development of digital systems to improve the
quality and safety of clinical care.

The collection, retention and sharing of information is governed by legislation and national
guidance.®®7! The UK General Data Protection Regulation (2021), Data Protection Act (2018)
and the Network and Information Systems Regulations (2018) require all public sector
organisations to ensure appropriate operational and technical protections are in place when
they, or their suppliers, process and share personal data. This requires oversight and
assurance to protect people’s right to privacy and safeguard their personal clinical data.

Information about a person’s care must only be shared with their consent and in accordance
with relevant legislation and guidance.”?>7% In some circumstances, information must be
shared without the person’s consent if this is deemed necessary to protect them, or other
people, from harm.”>’” National information sharing guidance to support public protection
should be up-to-date and rights based.

Data security guidelines require organisations to improve resilience against cyberattacks,
data breaches and system errors.”® 7° Contingency plans reduce harm by ensuring essential
networks and systems can continue operating during outages and security risks/threats.

A person-centred approach is essential to the development of safe, secure and ethical data
systems and digital tools.&°
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Criteria

7.1

7.2

7.3

7.4

7.5

7.6

7.7

Organisations have robust information management structures and governance
processes in place to support the:

e routine sharing of identifiable personal healthcare data, with fully
informed consent, and in compliance with information governance
requirements

o effective collation and management of anonymised data.

People are provided with appropriate and accessible information on the
collection, use, storage, and sharing of personal data.

Organisations share and use data in line with legislation and national guidance.

Organisations take appropriate and responsive measures to mitigate data
security risks.

Organisations have technical and organisational measures in place to ensure
continuity of essential network and information systems.

Organisations have processes in place to provide assurance on the security,
efficacy and ethical use of new technology including Artificial Intelligence (Al).

Staff undertake comprehensive training about cyber security risks and can
demonstrate knowledge of how to prevent them.

What does the standard mean for people?

Your personal data will be kept safe and secure.

Clinical services will be able to access information about you to help you get the
right care at the right time.

You can request access to your information and personal data.

Digital systems will be tested and developed to ensure they remain safe and keep
improving.

New digital tools used in healthcare, including Al, will be ethical, safe and secure.
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What does the standard mean for staff?

Staff, in line with roles, responsibilities and workplace setting:

e share information legally and appropriately
e understand their role in keeping clinical systems safe from cyber attacks
e test and embed new, proven digital technologies

e use digital tools to improve the quality and safety of care.

What does the standard mean for the organisation?

Organisations:

e demonstrate compliance with legal regulations related to information, data and
digital systems

e take appropriate technical and operational measures to ensure clinical data and
systems are secure

e have contingencies in place to ensure the continuation of essential services
e work in partnership to ethically develop and test new digital tools

e integrate systems and share data to improve the quality and safety of care.

Examples of what meeting this standard might look like

e Compliance with national information governance and cyber security audits.
e Integration of systems to support seamless care as far as possible.

e Evidence of routine resilience planning and system testing.

e Contingency plans for system-wide issues or network outages.

e Data sharing protocols and agreements.

e Routine use of Data Protection Impact Assessments.

e Protocols for ethical use of technology and digital tools.
e Development of a local digital or Al strategy.

e Plan-Do-Study-Act cycles to embed and expand the use of new digital tools.
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Appendix 1: Development of the Clinical
Governance Standards

Healthcare Improvement Scotland has established a robust process for developing
standards, which is informed by international standards development methodology. This
ensures the standards:

e are fit for purpose and informed by current evidence and practice
e set out clearly what people who use services can expect to experience

e are an effective quality assurance tool.

The standards have been informed by current evidence, best practice recommendations,
national policy and are developed by expert group consensus. The standards have been
cocreated with key stakeholders and people with lived experience from across Scotland.

Evidence base

A review of the literature was carried out using an explicit search strategy developed by
Healthcare Improvement Scotland’s Research and Information Service. Additional searching
was done through citation chaining and identified websites, grey literature and stakeholder
knowledge. Searches included Scottish Government, Public Health Scotland, NICE, SIGN, NHS
Evidence and Department of Health and Social Care websites. This evidence was also
informed equalities impact assessments. Standards are mapped to a number of information
sources to support statements and criteria. This includes, but is not limited to:

e government policy

e approaches to healthcare delivery and design, such as person-centred care
e clinical guidelines, protocols or standards

e professional or regulatory guidance, best practice or position statements

e evidence from improvement.
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Quality assurance

All Standards Development Group members were responsible for advising on the
professional aspects of the standards. Clinical members of the Standards Development
Group advised on clinical aspects of the work. The Chair had lead responsibility for formal
clinical assurance and sign off on the technical and professional validity and acceptability of
any reports or recommendations from the group.

All Standards Development Group members made a declaration of interest at the beginning
of the project. They also reviewed and agreed to the Standards Development Group’s terms
of reference. More details are available on request from
his.standardsandindicators@nhs.scot.

The standards were developed within the Operating Framework for Healthcare
Improvement Scotland and the Scottish Government (2022), which highlights the principles
of independence, openness, transparency and accountability.

For more information about HIS’s role, direction and priorities, please visit:
www.healthcareimprovementscotland.org/
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Appendix 2: Membership of the Clinical
Governance Standards Development Group

Name
Tracey Gillies (Chair)

Karen Beattie

Pennie Brankin

Arlene Bunton
Line Caes

Michael Canavan

Karen Cormack

Caroline Craig

Annamaria De Felice
David Ejim

Kerry Foley

Dagny Gasking

Suzanne Gray
Caroline Gould
Emma Hughes

Jo Hughes

Position
Medical Director

Senior Inspector

Senior Nurse Practice
Development

Independent Sector Lead
Associate Professor

Portfolio Lead, Quality
Management System

Director of Quality

Associate Director Healthcare
Staffing and Care Assurance

Comms Manager
Quality Improvement Advisor
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Appendix 3: Membership of the Clinical
Governance Standards Steering Group

The Clinical Governance Standards Steering Group is a high-level, strategic group that:

e agreed the content and wording of a revised scoping report which outlines the title,
population, setting, inclusions and exclusions of the standards

e reviewed the membership of the Standards Development Group to ensure it had the
relevant expertise

e addressed higher-level risks relating to the delivery of the Clinical Governance

Standards

e identified the future governance structure for the Clinical Governance Standards
Development Group.
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