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Glossary
A list with the abbreviations that will appear in this documents is presented below:
* AHPEQS: Australian Hospital Patient Experience Question Set
* AQuAs: Catalan Agency for Health Quality and Evaluation
« CRM: Clinical Risk Management
*  DDKM: Danish Healthcare Quality Programme
«  DHW: Department of Health and Wellbeing
« DPSD: Danish Patient Safety Database
- GDP: Gross Domestic Product
< GRC: Centre for Clinical Risk Management and Patient Safety
*  HIQA: Health Information and Quality Authority
«  HSA: Health and Safety Authority
* IKAS: Danish Institute for Quality and Accreditation in Healthcare
* IRS: Incident-reporting systems
« ISO: International Organization for Standardization
< T: Information Technology
< MEM: Major Emergency Management
*  MoH: Ministry of Health
+ NHQRS: National Healthcare Quality Reporting System
«  NPSO: National Patient Safety Office
« NSQHS: National Safety and Quality Health Service
- OECD: Organisation for Economic Co-operation and Development
< Ps: Patient Safety
*  QoC: Quality of Care
- SLS: Safety Learning System
*« SRSP: Structural Reform Support Programme
* TRI: Thematic Research Index
«  WHO: World Health Organization
*  XHUP: Public hospital network
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01/ Objectives, expected results and phases of the project m o B REuBUCorsio
General and specific objectives of the project i

@ General objective

To contribute to institutional, administrative and growth-sustaining structural
reforms in Slovenia, in line with Article 4 of the SRSP Regulation

Specific objectives

&

To support the initiatives of To support the national In Slovenia, to support the
national authorities to authorities: Slovenian Ministry of
design their reforms (1) in enhancing their capacity to Health (MoH) in capacity
according to their priorities, formulate, develop and implement building to develop a National
taking into account initial reform policies and strategies strategy on Quality of Care,
conditions and expected (2) in pursuing an integrated Clinical Risk Management
socioeconomic impacts approach, ensuring consistency and Patient Safety, and a
between goals and means legal framework of non fault
across sectors compensation model
01/ Objectives, expected results and phases of the project B oo B oruc oo @

Expected results of the project

Direct results

Over the longer-term, to contribute towards improving the quality of care and patient safety in
Slovenia

Indirect results

- Improved knowledge of challenges and opportunities in patient safety and quality of care
«  Strengthened patient safety culture and patient risk management
+ Improved strategic planning and governance of the quality of healthcare system

+ Revised set of indicators for quality of care for hospitals, specialist outpatient care and

primary care available, tested and communicated
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Phases of the project

The phases of the project will be approached around the following dimensions:

REPUBLIC OF SLOVENIA
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Quality of Care (QoC) Patient Safety (PS) No-fault patient compensation
and Clinical Risk model (claim regulation
Management (CRM) procedures)
01/ Objectives, expected results and phases of the project ren | W) REPUBLICOFSLOVENIA @
. B oo Y mmistavorHead
Phase 3 of the project
Phase 1 Phase 2 Phase 4 Phase 5 * Phase 6
Kick-off meeting Situation analysis  Patient CRM O Improve PS and No-fault National strategy
and inception of the national framework and $ safety culture compensation for the QoC
report context of PS & action plan model
patient RM, patient
compensation and
QoC
Phase 7 Phase 8 Phase 9 Phase 10 Phase 11
Governance of the Quality indicators IT functional Continuous quality Communication

QoC system model specifications improvement

plan
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Phase 3 of the project i

Obijective of the phase

» To assist in the development of comprehensive clinical risk management system

Patient RM alil
framework and - To analyze the system focusing on prevention and early intervention to mitigate
action plan safety risks

D 4

T 3.2: Conduct a comparative analysis of risk management systems of PS used in other countries:
Denmark, Catalonia (Spain), Tuscany (ltaly), Ireland, Australia

European | REPUBLIC OF SLOVENIA
- Commission | %  MINISTRY OF HEALTH
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Methodological process summary

|
Commission

A analysis of clinical risk management systems of PS used in other countries will be carried out using different methodologies. This
analysis entails:

1. Country selection* for conducting the analysis

2. Research protocol elaboration with a thematic research index (TRI)
3. Desk research and non-exhaustive literature review

4. Review of the information and critical reading

5. Elaboration of the report on the comparative analysis

-~
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Country selection

Countries/regions with great development in the field of QoC and PS, with a wide spectrum of processes and mechanisms to ensure the
quality of care and safety of patients have been selected:

! European |
Commission

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, . Denmark
l Ireland [ ] |
Population:
Population:

+ 5.817.581 inhabitants
Population density:

« 137 inhabitants/km?
Health expenditure:

« 5.007.423 inhabitants
Population density:
« 72 inhabitants/km2

Health expenditure: * 10% GDP

* 6.7% GDP GDP/Capita:

GDP/Capita: - EUR51.93

« EUR67.89 Financing of the health system mainly
Financing of the health system by with local taxes, universal coverage

taxation, universal coverage

Australia

& Tuscany (ltaly)
Population:
« 3.722.729 inhabitants
Population density:
» 160 inhabitants/km2
» Health expenditure:
* 7% GDP
GDP/Capita:
« EUR31.9
Financing of the health system by
taxation, universal coverage

== Catalonia (Spain)
Population:
+ 7.565.099 inhabitants
Population density:
236 inhabitants/km?

Health expenditure:

» 4.6% GDP

GDP/Capita:

- EUR32.6

Financing of the health system by
taxation, universal coverage

Population:

« 25.873.737 inhabitants
Population density:

« 3 inhabitants/km?
Health expenditure:

« 9.4% GDP
GDP/Capita:

« EUR47.52

Financing of the health system mainly
with local taxes, universal coverage

12
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Research protocol elaboration
A research protocol was drawn up for the development of this phase of the project:

Research protocol for the development of Task 3.2
Comparative analysis of risk management systems of patient

Phase 3: Cinical risk management kamework and action plan
Version 1

Date: 12052021
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TRI elaboration

To analyse the country/regions case studies, comparative elements of each of the axes were standardized. TRI’s themes
have been structured around the following topics:

Patient Safety

Clinical Risk Management

QoC and PS Agencies « Clinical risk classification

QoC and PS plans « Clinical risk assessment

Maturity of the Healthcare System

Mitigation strategies

Compensation schemes

Clinical risk management training

Accreditation/audits/guidelines

Roles

Regular monitoring indicators of CRM

Quality and safety processes and mechanisms

Safety culture

PS legislation

PS measurement

PS training

14
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02/ Methodology - Phase 3
Desk research and non-exhaustive literature review

developed with key issues to be identified in each of the selected regions/countries.

= Review of literature according TRI and critical reading of information

« Critical Reading according to TRI
« Synthesis of information found

Official information sources consulted (non-exhaustive list)

To guide the search for information and to carry out structured analysis, a Thematic Research Index (TRI) has been

REPUBLIC OF SLOVENIA
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ry l ] Bl o
— s
« Health Service of giican]envice « Government of « Australian « Danish Patient
Tuscany Executive (HSE) Catalonia (gencat) Commission on Safety Authority

« Centre for Clinical o UiBDEREGHIERE * Health Department Safety and Quality in + Danish Ministry of
z8 Risk Management I-ielaltjv (g)ove' priedt of Catalonia Health Care Health
c e . of Irelan . ; ;
33 and Patient S'a/ety of ) , - Catalan Agency for Australian Institute « Danish Society for
O o Tuscany Region « National Patient Health Quality and of Health and Patient Safety

(GRC) Safety Office . Welfare (Australian
ARy Evaluation (AQuAS) Government) + Danish Digitization
« Health and Safety /Y
© Authority (HSA) SHy
(2"
(o]
% § World Health Organisation (WHO) // Eurostat // Organisation for Economic Co-operation and Development (OECD)
=
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Overview

The following slides aim at characterising the main highlights of each of the selected countries regarding PS and CRM:

Health System organisation
Governance structures
Plans and strategies
Clinical risk management

Patient safety

17
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Health system organisation

REPUBLIC OF SLOVENIA
MINISTRY OF HEALTH

k-

The health system in Italy is decentralised on 3 levels: central, regional and local.

National level

13 & National policies, fund
and laws (delegation
I to regions)

Regional level ..
Policies,

objectives,
21 Regional Governments = =sreeresseseans budget, control
and large
autonomy

Government R e e e e

Local level

Q Instead of analysing Italy, we will analyse the Tuscany Region, a Regional Authority strongly committed to foster patient safety .
i and to promote European practices for patient safety culture that organizes the system through several entities that cover the
whole regional territory. This region is composed by:
« 12 Local Health Care Agencies
* 4 University Clinical Centres — Teaching Hospitals
i+ 3 Service Companies
“..All of them are divided in 3 Clusters and the Local Health Authorities Companies work in partnership with Municipalities

19
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Governance structures
The institution in charge of QoC and PS in the Tuscany Region of ltaly is presented as follows:
Key objectives

The CRM and PS Centre (GRC) is a clinical governance ! /-’GRC promotes the safety culture through the active and cross !

structure instituted in 2003 by the Tuscan regional council. ! i disciplinary learning from adverse events and errors. The GRC aims to !
| The GRC enrolls professionals of different disciplines | :  construct a shared vision for safety through the sharing of experiences |
| (public health, clinical risk management, ‘ and the development of collaborative projects for PS. The centre |
| industrial design, human factors, organization studies, | i proposes standards for the operational contexts and supports the |
I communication science, law, psychology, international relations) and | effective measurement of critical process and measures. - !
| since the beginning of the activity, is connected to a scientific committee. | The GRC has organized a series of initiatives to involve citizens in |
1 i | PS’s policy and practice. The GRC centre Management and WHO |
1 i | Collaborating Centre (GRC Centre-Centro Gestione Rischio Clinico e |
i i | Sicurezza del Paziente) aims at developing and promoting practices for |
| i | safety, awareness raising and the analysis of adverse events for the |
i . Department for Health of the Tuscany Region j I constantimprovement of care delivery. i
| { The Tuscan health service counts on over 50,000 people | ! |
| .~ including doctors, nurses and technicians who work daily *‘ The aim of the Department of Health is to provide information (in the |
| in the 40 hospitals in Tuscany, in the structures and health services of "7 foreground, opportunities, rankings and events) and regional indications |
i the territory. It is precisely to these that the specialist, operational and ; I (authorization and accreditation) aimed at supporting the activities to |
| more in-depth contents of the Tuscan Health Service pages are aimed. ,/ | improve the services and health of citizens together. 7
VSV _

20
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Plans and strategies
Quality and Safety Plan and its main strategic lines is presented below: ‘
QoC and PS plans
x
ox*

This plan undertakes to guarantee a structured path of quality, safety and process

+ Does in Tuscany exist any QoC or PS plan? improvement in compliance with national and regional guidelines. The improvement
actions that will arise from this path will be consistent with the general company
processes, in particular with the planning and management control processes and
budget objectives, quality, permanent staff training, insertion of newly acquired
personnel, diagnostic paths, prevention of risks / unwanted events.

m The strategic lines and actions on which the plan is committed are:
M + Build a clear and branched system of quality and safety governance

Support the self-assessment by professionals and therefore the processes of

accreditation and continuous improvement

Promote the appropriateness and adoption of evidence-based technical

professional tools at all levels

CUKTA € SCUREEZA Enhance the user experience in improving services

= Encourage, disseminate and support the culture of reporting and transparency

Oversee adverse events, promote their analysis and monitor the resulting

improvement actions

Supporting operators at all levels through continuous training and coherent

enhancement and evaluation systems

Analyze, reorganize, standardize and monitor corporate macro processes with a

view to quality and safety

Quality and Safety Plan

21
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Clinical risk management

Reported systems and indicators of CRM in the Tuscany region are detailed below: ‘

Reporting Systems & Monitoring indicators

© Goals for CRM are divided into a mid-term action plan for CRM; and short-term PS campaigns and laboratories for PS. Mid-term action plan is
devoted to develop a participatory process in order to create a local CRM system, connected with the regional network. Short-term campaigns
focus on specific problems for an immediate answer to well known risks, demonstrating the institutional commitment for PS.

IQII/Incident-reporting systems (IRS) are tools that allow front-line healthcare workers to voluntary report adverse events and near misses. The
I +88 WHO has released guidelines that outline the basic principles on how to design and implement successful IRS in healthcare organizations.

A written survey was administered with an assisted self-assessment technique to a representative sample of healthcare workers in Italian
| hospitals with and without IRS. Data were collected using two different 16-item questionnaires. The questionnaires targeted two issues:

|
|
|
|
1. Workers' experience of PS incidents !
2. Workers’ expectations on incident reporting !
|
|
|
|
I

0% of respondents confirmed involvement in a PS incident, but only 40% utilized an IRS to formally report the event. The data indicate that

information regarding PS incidents is not communicated throughout the entire organization. So, the conclusion is that research findings are
consistent with the available evidence on healthcare workers' experience of PS incidents.

22
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CRM process
fny=> The building of the system is based on the cycle of CRM:
identification through reporting, analysis by means of peer review,
prevention and control with improvement plans. CRM system is a
process of three steps:

1. Identification of clinical risks: is done by using different
sources such as public data, as the patients’ claims and
complaints, and the invisible data concerning near misses and
accidents without damages for the patients.

2. Analysis of clinical risks and safety management: methods
used are CRM clinical audit as well as mortality and morbidity
review. At the end of the analysis, an alert report is issued. It
contains the analysis of the event and the related action plan
for safety improvement. The alert report is then highlighted on
the intranet and specifically sent to all those units that may
draw advice. It is also sent to the CRM centre and added to the
regional data base.

3. Promoting campaigns: the campaigns focus on well-known
risks for PS. Evidence shows that many incidents occur
because of the same latent falls, and we also know there are
effective solutions for some kinds of adverse events. We only
need to benchmark the solutions and push the system in the
proper direction.

* The specific actions that are put in place for clinical risk mitigation have not been found.

The CRM process and how clinical risk mitigation works in Tuscany region is described below:

‘ l Clinical risk mitigation
’ ‘ Management of clinical risk is a proactive activity, and it is what
should happen at all times, not only when there is an incident. It
implies the acceptance of risk rather than the desire to
eliminate risk, and constant mitigation will decrease the
potential for harm.

Clinical risk control consists of the implementation of
prevention procedures and strategies that lead to the
creation of a specific clinical risk prevention/mitigation. The
control focuses on the training of employees in terms of
information, consent, accurate compilation of a medical record,
hospital discharge sheets, and reporting of unwanted events. It
should also concentrate on the development of protocols,
procedures, and/or control measures that can improve the
safety of the assisted person and on the efficiency of the CRM
units understood as monitoring capacity, interpretation of the
causes of unwanted events, and identification of clinical
corrective factors.

Various strategies* can be taken to mitigate inherent risks in
high-risk situations. Mitigation of this clinical risk entails conduct
of error checking at each stage of the preparation.

23
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Safety culture
= Training programmes

, Training program based on ergonomics and human factors for
clinical risk managers, the CRM team, facilitators and
healthcare workers has been designed in order to prepare the
human resources for this effort.

CRM regional centre organized 3 editions of the course for
CRM teams members, with the aim to train those who
promote PS initiative at the agency level. A master course for
certiied CRM was organized together with the most
authoritative academic institutions in Tuscany. Training
programs have been delivered for facilitators and for
operators, beginning from high risk clinical areas.

The main objective of the training program is to promote a
new safety culture based on the cognitive approach to the
human error and the systemic approach to clinical risk

In Tuscany, they have training programmes to promote safety culture and it works as follow:

and PS. In order to create reporting culture where the operators
feel free to talk about their errors without being blamed, the
training courses have been based on the discussion of adverse
events presented by participants.

All the operators of the clinical areas where the problem of
adverse events is more relevant (emergency department,
orthopaedics, intensive care unit, surgery,...) have been
involved in a basic course about CRM.

The CRM centre also designed and is delivering a training
program for the forensic medical doctors and the operators of
the offices for public relation with the citizens. It will be also
activated the simulation laboratories for emergency teams
and an aesthesia and critical care teams with the aim of
fostering the communication skills and the ability of the team to
manage the unexpected. o

24
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Health system organisation

The health system in Ireland is decentralised on 2 levels: the central Committees of the MoH and the management teams:

Delivery of health
Executive Management Team services

Public Local
Hospitals &
programs

"'_t\ﬂ Community, aged &

i
U & dental care services

26
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The QoC and PS in Ireland is organized as follows:

Governance structure and organization of QoC and PS (1)

Governance (I)

/+ There is a Quality and PS Directorate established in order to
; ensure that high quality safe services are designed and delivered
! to patients and clients. This directorate is committed to a multi-
i agency approach, and it is focused on the development and
; implementation of safe quality healthcare

:+ Recently, the health service has placed an important emphasis on
! quality and service user safety by developing an infrastructure for
i integrated QoC, PS and CRM.

i+ Governance for quality involves having the necessary structures,

; processes, standards and oversight in place to ensure that safe,

! person-centred and effective services are delivered. Good

i governance supports strong relationships between frontline staff,

i service users and leaders within any organization.

i+ Inlreland, quality in healthcare is defined by the four domains set

! out in the HIQA National Standards for Safer Better Healthcare

i (Health Information and Quality Authority, 2012): person centred,
| effective, safe and better health and well-being. !

Key objectives

/+ The overall goal of the HSE Quality and PS Enablement Programme i
as outlined in the HSE Code of Governance (2015) is underpinned by i
four key objectives: ;

Services must subscribe to a set of clear quality standards that !
are based on international best practices i
Services must be safe and there must be a robust level of both |
quality improvement and quality assurance :
Services must be relevant to the needs of the population !
Patients must be appropriately empowered to interact with the i
service delivery system. ;

« In 2016, the HSE launched the Framework for Improving Quality in
our Health Service which outlines six critical success factors:

4. Use of improvement methods

2. Personal and Family 5. Measurement for Quality
Engagement 6. Governance for Quality

3. Staff Engagement

1. Leadership for Quality

27
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Governance structure and organization of QoC and PS (Il)

Governance (II)

/- Types of Boards in Ireland

Hospital Group Boards

» Currently in Ireland there are an estimated 500 people participating on healthcare boards. The governing board leads the organization using
authority to direct and control provided by the owner and the legal act of formation (where applicable). They set initial direction and have the
authority to act in the service user and services best interest. Governing boards function at arm’s length from the operational organization.
They focus on the big picture, future-oriented and act as a single entity.

i+ There are a number of key policy documents and resources applicable to boards and executives within healthcare in Ireland. When services
| do not have boards the CEO/General Manager and executive team take on this responsibility. There are different types of boards within HSE
; funded healthcare services which operate within the HSE Performance Accountability Frameworks. These include:

Voluntary Healthcare Provider
Board of Directors

The QoC and PS in Ireland is organized with different types of Boards, described below:

Advisory Boards

28
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Plans and strategies

There are two national plans regarding QoC and PS in Ireland, and the first one is presented as follows: ‘
QoC and PS plans (I)
2
ox*
+ Does in Ireland exist any QoC or PS plan? 1. National Quality Improvement Team working in partnership to lead innovation
and lasting quality improvement to achieve better and safer care
@ Aims

1. Partner with people who use and work in our health and social care services to

. National Quality Improvement achievg measurable and sustainable improvements in quglity. i
Team working in partnership to 2. Proacnve!y enable a gulture pf person centredngss within our health and social

lead innovation and lasting care services that continually improve QoC, practice gnd experience. )

quality improvement to achieve 3. Promote learning and development through education, research and continual

better and safer care evaluation of improvement work.

4. Make connections between those interested in and trained in Ql.

The National QI Team has 7 programmes of work to support front- line teams in
improving quality:

. Patient Safety Strategy 2019 - 1. Sustainable QI Programme 5. Partnering with people who use health
2024 2. School of QI Programme services Programme
3. QI Connections Programme 6. Global Health Programme
4. Evidence for Improvement Programme 7. Clinical Directorate Programme
29
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Plans and strategies
There are two national plans regarding QoC and PS in Ireland, and the second one is presented as follows: ,
° QoC and PS plans (Il)
X
ox*
+ Does in Ireland exist any QoC or PS plan? 2. Patient Safety Strategy 2019 — 2024
The objective of this strategy plan is t improve the safety of all patients by identifying
and reducing preventable harm within the health and social care system.
To support and monitor the implementation of the Strategy, a PS Programme and Team
. National Quality Improvement have been established.
Team working in partnership to Aims . ) ,
lead innovation and lasting 1. Ensure patients are partners in their care
quality improvement to achieve 2. Promote an open and transparent culture of PS
better and safer care 3. Learn from near misses and errors
4. Identify and address the common causes of harm
This strategy has 6 commitments:
1. Empowering and Engaging Patients to Improve PS
. 2. Empowering and Engaging Staff to Improve PS
- :g;:nt Safety Strategy 2019 - 3. Anticipating and Responding to Risks to PS
4. Reducing Common Causes of Harm
5. Using Information to Improve PS
6. Leadership and Governance to Improve PS
30

15



03/11/2021

REPUBLIC OF SLOVENIA

l PS and CRM | ERa | I%y" MINISTRY OF HEALTH
Clinical risk management

L

In this case, below it is presented the Reporting Systems and Monitoring indicators specifically for Ireland ‘
and the International Standard ISO 31000 in which Ireland holds:

Reporting System & Monitoring indicators

In Ireland, the National Patient Safety Office (NPSO) has a health indicator framework named the National Healthcare Quality Reporting System
(NHQRS). An indicator is a measurement or value of an item and often used with the prefix performance, quality or health and used to provide
comparable information and to track progress and performance over time. Since 2014 the NHQRS has produced an annual report that is published

on the Department of Health website. In this 2020 report there are a total of 52 indicators, from 11 data sources, across five key domains:
Key domain Data sources The International Standard ISO 31000 is intended to%/
1. Helping people to stay health and well + Immunisation rates meet the needs of a wide range of stakeholders,
« Cancer screening rates mcludmg
Those responsible for developing CRM policy within
2. Supporting people with long term conditions  « Ambulatory care sensitive conditions their organization
Those accountable for ensuring that risk is effectively
3. Helping people when they are being treated ~ « Cancel survival rates managed within the organization as a whole or within
and cared for in our health services Cancer surgery specific area, project or activity

Those who need to evaluate an organization's
. - . . X effectiveness in managing clinical risk

4. Supporting people to have positive National In-Patient Experience Survey Developers of standards, guides, procedures and
experiences of healthcare + National Maternity Experience Survey codes of practice that, in whole or in part, set out how
clinical risk is to be managed within the specific
context of these documents

Acute hospital care

5. Treating and caring for people in a safe Healthcare associated infection rates
environment « Antibiotic consumption rates
+ Medication Safety

The primary objective of the NHQRS is to provide publicly available information on the quality of healthcare. This in turn should inform and support
decision-making by patients, policy makers and service providers.

31
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The CRM process, clinical risk assessment and clinical risk mitigation in Ireland is described below: ‘

CRM process ‘ l Clinical risk assessment and mitigation
’ LS ‘There is a National Risk Assessment for Ireland produced by
pe L e vecomeasab— [ e -~ the Government of Ireland that acts as a guudelme regarding risk.
The following figure T In it, there is a Framework for Major
presents the H L Emergency Management (MEM) chaired
relationships  between vomorn by the National Steering Group on MEM.
the CRM process: e Recanayss 649 o od This Framework adopt an all hazards
approach to emergency management,
which advocates a system approach !\
based on the following Five-Stage Fure 2. e
9 Emergency Management Paradigm: ’g“ﬁana g’ﬁn s:f;g:a (a"’dl_eg’gf"cy

Figure 1: CAM process Moreover, mitigation as a risk treatment process involves reducing or

The principals regarding CRM are: eliminating the likelihood and/or the impact of an identified clinical risk.

a) Creates value g) Tailored Legislative controls are in place in relation to a number of significant

b) Integral part of organizational h) Takes human and cultural risks. These legal controls are enforced by regulatory authorities or

processes factors into account agencies overseen by the relevant Lead Government Departments.

c) Part of decision making i) Transparent and inclusive Decisions regarding prioritizing and resourcing of appropriate mitigation

d) Explicitly addresses uncertainty j) Dynamic, iterative and measures are the re§ponsibj|ity qf the rele\{ant Department gnd/or

e) Systematic, structured and responsive to change relevant bodies under its aegis. This process informs the allocation of

timely k) Facilitates continual additional resources, if necessary, at all levels up to central Government

f) Based on the best available improvement and enhancement funding. Progress on mitigation, i.e., risk reduction, is monitored and

information of the organization reported internally by each Lead Government Department.

32
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Safety culture
000

==

Governance
-

/‘/The HSA has the overall responsibility for the administration and
/ enforcement of health and safety at work in Ireland. They promote
| the benefits of creating a positive safety culture and defend that
| directors and officers of undertakings who authorize and direct
| work activities are responsible for ensuring good safety and health
| as part of their corporate governance role. Regarding patient
| safety, the Commission on PS and Quality Assurance strongly
i supports the prioritization of education, training and research
| on patient safety. The Commission recommends:

P Al bodies responsible for the training and continuing
i development of healthcare workers should review their curricula
to ensure that both technical and human factors in relation to
! PS and QoC are incorporated into their education modules.
‘ Education and training suites and modules on PS need to be
! developed and implemented in collaboration with professional
: training bodies, the HSE and the Health Research Board
|
|

The safety culture of Ireland and the measurement process is presented as follows:

Measurement process

/'l(he organization should measure, monitor and evaluate safety and
health performance. Performance can be measured against agreed
standards to reveal when and where improvement is needed. Active
self-monitoring reveals how effectively the safety and health
management system is functioning. Self-monitoring looks at both
hardware (premises, plant and substances) and software (people,
procedures and systems, including individual behavior and
performance). If controls fail, reactive monitoring should find out why
they failed, by investigating the accidents, ill health or incidents, which
could have caused harm or loss.

Moreover, the Commission recognizes the need for specific education
and training requirements and supports for healthcare managers. It
also recommends to create an specific vocational management
training programme aimed not only at producing high quality
managers but also a enhancing the management capability of health

(HRB). ! professionals at all levels of the health system; this programme would/v
X also include specific modules on PS and QoC. y;
/v/ 777777777777777777777777 -
33
REPUBLIC OF SLOVENIA
| e | “ MINISTRY OF HEALTH
C i
—
—= Catalonia
—

34

03/11/2021




03/11/2021

£ - S @ REPUBLIC OF SLOVENIA
= Catalan health system E o P MINISTRY OF HEALTH

Health system organisation

The health system in Spain is decentralised on 3 levels: central, autonomic and municipal.

Central level
External health, bases and
general coordination of health
and legislation on
pharmaceutical products

MoH, Consumption and Social Welfare CETTTIPRTY =

Autonomic level

Dictate development

17 Autonomous Communities - standards and competences

in execution, administration
and management

Municipal level

+
Instead of analyzing Spain, we will analyze Catalonia, one of the Autonomous Communities in Spain which has its own Health
Department.
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Governance structures
The different organizations related to QoC and PS in Catalonia are presented as follows:
Governance structure and organization of QoC and PS
Governance Key Objectives
1 ST T T T T T T T T T 1
7
The Health Department of the Government of I / Their key objectives is to promote PS in Catalonia through the :
i Catalonia has its own PS department and the | | development and improvement of systems for the detection and
i Alliance for PS in Catalonia. Within the framework of \»\ prevention of healthcare safety problems and the coordination of !
i the Alliance, multicentre projects in PS have been 1"V the different initiatives, and contribute to the involvement of |
‘ promoted and various initiatives have been carried out which have || citizens, professionals, centres and the administration so that |
‘ made it possible to achieve quite significant results in the areas I | society can address these issues in a positive way. !
‘ that have been improved. | I :
o :
! I
| : : |
| Moreover, in Catalonia there is the AQuAS. This is the i The key objective and mission of AQUAS is to generate knowledge |
| agency that promotes the evaluation of technologies ‘.‘ through the evaluation and analysis of data for decision-making in |
I and health services and the analysis of the social i ‘ order to contribute to the improvement of the health of the citizens |
I impact of research, among others. J ‘ and to the sustainability of the health system of Catalonia. /
I / /
L o e -
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The general health plan and the specific plan for PS in Catalonia are presented as follows:

PS and CRM
Plans and strategies
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° QoC and PS plans
x2
ox* :
1. Health Plan for Catalonia 2016 - 2020
» Does in Catalonia exist any QoC or PS plan? Th|s plan is a general plan for health, and it includes target goals for QoC and PS:
To carry out healthcare activities with a high level of QoC and PS and ensure the
satisfaction of people using the health system.
+ The QoC and PS are elements that must be maximized and guaranteed to the
N citizen. The challenge for healthcare organizations and professionals will be to
,‘QM promote excellence and the quality of healthcare in Catalonia as a benchmark of
) trust for the citizen.
1. Health Plan for Catalonia 2016
- 2020
2. Strategic plan for Patient Safety in Catalonia 2014 - 2018
» The mission of this plan is to facilitate personalized, comprehensive and quality
care, which leads to a reduction for patients to suffer an unnecessary risk related to
N health care to an acceptable minimum.
ateg del u,,\ » The vision of this plan is commitment, patient orientation and the desire for
~- 2. Strategic plan for Patient continuous i_mprovement with sgfe healthcare for all citizens_. )

S.afety in Catalonia 2014 - 2018 + The strategic lines are: promotion of Safety Culture for patients, promotion of best
practices through specific projects about PS, evaluation and improvement of PS
strategy, communication about PS with all healthcare stakeholders, training to all
healthcare stakeholders and participation of patients in QoC and PS improvement.
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Clinical risk management
The reporting system carried out in Catalonia is described below: ‘
Reporting System & Monitoring indicators
&
o In Catalonia, in 2012, a PS model in the Quality and Bioethics The principal functionalities of this system are:

Promotion Service was driven. The aim of this model was to

Gamage associated wil he care provded, Tris Sorvics 1 he Notification Management

one which prepares a report where it analyzes incidents in the Allows notlflcatlon in a sfructured Allows proactl_ve mal_wagement
public hospital network (XHUP) and consortia and in primary care way, based on different types of through mo'S-(nSk m_atrlx, cause:
related to PS questionnaires depending on the effect analysis, barrier analysis,
The aim is tc; collect incidents that allow them to be analysed type of incident being reported process analysis, AMF-E (modal

. ! " (medication, falls, etc.) analysis of falls and their effects))
and solutllons sought in order to. reduce their number and integrated in the platform
frequency in order to increase PS during healthcare.
a1
Analysis and reporting @ {2 Improvement actions )

The system used to report these incidents is TPSC-Cloud™ , (the Allows to analyze incidents to Allows to define, plan and monitor
online platform of the PS Company), which began to be identify risks in a systematic way improvement actions, preventive
implemented in Catalonia at the end of 2013. In this system all and prevent errors measures or changes in the
types of incidents related to PS can be reported, voluntarily, organization.

confidentially, anonymous and not punitively.
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Clinical risk management
The CRM process and how risk is classified in Catalonia is presented below: ‘

CRM process Clinical risk classification

The ISO 31000 Risk Management Standard helps manage In Catalonia, they classify incidents depending on the

risk through a Risk Management Plan. It is therefore a very following aspects:

good tool for CRM in accordance with the ISO 9001 quality GFaVIW__

certification and the 1ISO 14001 environmental management Probability

certification. In Catalonia, in order to implement the Risk Type of clinical risk

Management process according to ISO, the following steps

must be followed: And regarding the type of clinical risk, this is classified by:

o Very low clinical risk: verification of possible
1. Set the context 6. Communication and presentation trends throughout the hospital

consultation Low clinical risk: verification of possible presentation

trends in the affected area / service

2. Set the approach 7. Monitoring Moderate clinical risk: assessment and monitoring of
possible presentation trends in the affected area / service
High clinical risk: detailed analysis and adoption of

3. Risk identification 8. Critical analysis measures to be disseminated in the affected area /
service

. . Extreme clinical risk: detailed analysis and adoption of

4. Risk evaluation 9. Certification authorship immediate measures to be disseminated throughout the
hospital

5. Risk treatment In Catalonia, the most usual incidents are falls and then

medication errors.
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Safety culture
The PS culture is promoted in Catalonia with a strategy presented as follows: ’
Safety culture
000
= Patient Safety Culture

The patient's safety culture is based on learning from adverse events, developing preventive strategies to prevent their occurrence and
recognizing and accompanying those who have suffered unnecessary and involuntary harm resulting from the health care received.

This is the reason why in Catalonia, the culture of PS has been promoted since 2008 through the Department of Health and, specially since
2012, the “Functional Patient Safety Units” have been implemented in health centres with the following strategy:

Create a quality and PS committee

Identify those responsible and leaders who must drive, promote and implement the PS strategy in the centres

Identify and prioritize areas of greatest risk in health centres

Implement an incident notification system

Patient safety training for healthcare professionals

Dissemination of PS through the News PS newsletter and the PS channel

Evaluate the PS strategy by implementing the dashboard in acute care and primary care hospitals

Involve patients and citizens by transmitting useful and interesting information about their safety as patients and how to make their care safer

Establish communication forums by conducting PS Conferences (14 conferences to date).
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)

The health system in Australia has 2 levels: 1) federal or central, 2) state and municipal.

Federal level

I3 +~ & Health policies, regulation and
Federal Health Minister & Cabinet — ««ssxsssssassas supervision

Medicare/ Medical &
pharmaceutical benefits to
patients
31 Primary health networks
(PHNSs) across Australia

State level

Funding and
State Health Ministers =~ =sseeveeceeneas > delivery of health

services
Public Local
Hospitals &

programs
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The main organizations in Australia regarding QoC, PS and CRM is presented as follows:

)

Governance structure and organization of QoC and PS (1)

Governance

The Australian Commission on Safety and Quality in
Health Care to lead and coordinate national improvements
in the safety and quality of health care. The Commission
commenced as an independent statutory authority on
1, funded jointly by the Australian Government and state
and territory governments.

Department of Health and Wellbeing (DHW) has used
the Safety Learning System (SLS) since 2011. This is an
incident management system that allows healthcare staff
to report incidents and near misses.

Medicare Easyclaim is a stand-alone process via an
i integrated feature of the practice management software
products. It is used for Medicare bulk billing and patient
claiming. s

Key Objectives

_Kgy objectives of the Commission include developing national safety

/ and quality standards, developing clinical care standards to improve
the implementation of evidence-based health care, coordinating work in
specific areas to improve outcomes for patients, and providing
information, publications and resources about safety and quality. The
| Commission works in four priority areas: 1) PS, 2) Partnering with
| patients, consumers and communities, 3) Quality, cost and value, 4)
| Supporting health professionals to provide care that is informed,
| supported and organized to deliver safe and high-quality care.

Their key objectives is to have SLS reviewed, escalated where
appropriate, analysed and investigated in an attempt to prevent their
occurrence in the future. The SLS is a “state-wide” system which
allows healthcare professionals access to report incidents in all SA
| public health services and related agencies such as ambulance.

‘: Medicare Easyclaim has the objective of giving patients the option to

- claim their Medicare benefit and have it paid into their bank account

i through the practice’s EFTPOS terminal. 4
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In Australia, there are a concrete standards that guide QoC and PS, which are described below:

Governance structure and organization of QoC and PS (Il)

® ® °® ° The National Safety and Quality Health Service (NSQHS) Standards provide a nationally consistent statement of the level of

NSQHS care consumers can expect from health service organizations. The NSQHS Standards were developed by the Commission in

STANDARDS

collaboration with the Australian Government, states and territories, private sector providers, clinical experts, patients and carers.

The primary aims of the NSQHS Standards are to protect the public from harm and to improve the quality of health service provision. The eight
NSQHS Standards provide a nationally consistent statement about the level of care consumers can expect from health services.

Clinical Governance

Partnering with Consumers

(( &1 Preventing and
Controlling Infections

u Medication Safety

Leaders of a health service organization
have a responsibility to the community for
continuous improvement of the safety and
quality of their services, and ensuring that
they are patient centred, safe and
effective.

@ Comprehensive Care

Leaders of a health service organization
establish and maintain systems and
processes to support clinicians to deliver
comprehensive care, and establish and
maintain systems to prevent and manage
specific risks of harm to patients during
the delivery of health care.

Leaders of a health service organization
develop, implement and maintain systems
to partner with consumers. These
partnerships relate to the planning,
design, delivery, measurement and
evaluation of care. The uses

Leaders of a health service organization
aims to improve infection prevention and
control measures to help prevent
infections, and the spread of antimicrobial
resistance  through the appropriate
pi ibing and use of i

these systems to partner with consumers.

@ Communicating for Safety

Leaders of a health service organization
set up and maintain systems and
processes to support effective
communication with patients, carers and
families; between multidisciplinary teams
and clinicians; and across health service
organizations.

Blood Management

Leaders of a health service organization
describe, implement and monitor systems
to ensure the safe, appropriate, efficient
and effective care of patients’ own blood,
as well as other blood and blood products.
The workforce uses the blood product
safety systems.

Leaders of a health service organization
describe, implement and monitor systems
to reduce the occurrence of medication
incidents, and improve the safety and
quality of medicines use. The workforce
uses these systems.

Recognizing and
Responding to Acute
Deterioration

Leaders of a health service organization
set up and maintain systems for
recognizing and responding to acute
deterioration. The workforce uses the
recognition and response systems.

44

22



03/11/2021

REPUBLIC OF SLOVENIA

QoC, PS and CRM - MINISTRY OF HEALTH
Plans and strategies
Both the Work Plan and the National Framework for QoC and PS in Australia are presented as follows: ‘
QoC and PS plans
x2
s
ox 1. Safety and Quality Work Plan 2017-2019
+ Does in Australia exist any QoC or PS plan? This plan identifies the priorities to improve the safety and QoC provided to
consumers. It identifies 6 priority areas:
1) PS
2) Partnering with patients, consumers and community
M 3) Quality cost and value
x W 4) Supporting health professionals to provide safe and high quality care
P ) 5) SLS
; 23309 ;b??'e;‘(,):;d Quality Work Plan 6) Communication strategy to support safety and quality.

s 2. Australian Safety and Quality Framework for Health Care

Australian Health Ministers endorsed the Australian Safety and Quality Framework for
Health Care in 2010. The Framework describes a vision for safe and high-quality care
for all Australians and sets out the actions needed to achieve this vision. The
Framework specifies three core principles for safe and high-quality care: care is

2. Australian Safety and Quality consumer centred, driven by information, and organized for safety. This

Framework for Health Care Framework is used as the basis for strategic and operational safety and quality plans,

; provide a mechanism for refocusing current safety and quality improvement activities
= and designing goals for health service improvement
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Indicators for Reporting Systems in Australia are classified as follows: ‘

Reporting System & Monitoring indicators
"% In Australia, Indicators for Reporting Systems are classified in five indicators sets:

Patient experience question set: the Australian Hospital Patient Experience Question Set (AHPEQS) is a questionary with
response options.

Sentinel events: A sentinel event is a particular type of serious incident that is preventable and has caused serious harm to, or
death of, a patient. In Australia, reporting of sentinel events, against a nationally endorsed and agreed sentinel event list (endorsed
by all Australian Health Ministers in 2002), has been mandatory since 2007. Since 2017, public hospitals receive no Australian
Government funding for an episode of care in which a patient experiences or suffers from a sentinel event.

Clinical incidents: Australia has implemented a mandated reporting system where clinical incidents, their causes and any relevant
contextual information are systematically recorded in a central repository. The information is then analysed and deployed to improve
deficient processes where relevant, share lessons across related settings, improve safety for patients and prevent similar incidents
from happening again.

Hospital-acquired complications: Hospital-acquired complications (HACs) are a sub-set of adverse healthcare events that have
been identified as originating during the patient’s hospital stay and are not present when the patient is admitted. A HAC refers to a
complication for which clinical risk mitigation strategies may reduce (but not necessarily eliminate) the risk of that complication
occurring. The Commission has developed a list of 16 high-priority HACs.

Avoidable hospital readmissions: avoidable hospital readmissions are costly, and rates remain relatively steady. However, action
is being taken to improve data collection which can be used to inform local quality improvement
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The CRM process and how risk is evaluated in Australia is described below:

CRM process Clinical risk evaluation

’ ‘ Evaluating treatment options
Each of the treatment options should be evaluated on the basis
of the extent of clinical risk reduction, and the benefits or opportunities
created. Following an evaluation process, health services may apply
the alternative treatment options either individually or in combination.
Selection of the most appropriate treatment option will require health
service providers to evaluate the cost of implementing each option

against the benefits that may be derived from it.

Risk evaluation and prioritization involves comparing the level of risk
found during the analysis step with previously established risk criteria
and developing a prioritized list of risks for further action.

A decision should be made for treatment options:

« Avoiding the activity/event associated with the unacceptable risk

« Reduce the risk by improving controls
« Transferring the clinical risks

« Retaining the clinical risks

The clinical quality registries use
clinical data to identify benchmarks and
variation in clinical outcomes and
feedback essential risk-adjusted clinical
information. The following figure shows
the clinical outcome feedback loop:

The following figure presents an overview of the structured
and systematic risk management process as detailed by
the Australian/New Zealand Standard AS/NZS 1SO
31000:2018 Risk Management. The risk management process
outlined is intended to be an integral part of any organization’s
practices and be applicable to all contexts. As such, clinical
risks can be managed using the 5 steps shown in the figure.
Additionally, the overall processes of “Comunication and
consultation”  and
“Monitor and
Review” should be
included during all
the stages of the
CRM process. All
organizations
should record their
clinical risks and
management
activities in a Risk
Register.

Step 1 - Establish the
context

Step 2 - Identify the risks

Step 3 - Analyse the risks

Step 4 - Evaluate the risks

Step 5 - Treat the risks

Figure 3: CRM process in Australia . e
Figure 4: Clinical Quality Feedback Loop
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The PS Culture and the measurement process is presented below: ’
Safety culture
&R
= Patient Safety Culture Measurement process
T T T T T T T T T e b T T T T T T T |
.“The Commission uses the term 'patient safety culture’ as their 1 ~Measurement of PS culture enables the identification of strengths and i
/" work focuses on the aspects of culture that relate to patient | / areas for improvement. This information can be used to develop i
! safety. | | appropriate interventions. PS culture measures can also be used to i
I Positive patient safety cultures have strong leadership that | | evaluate new safety programs by comparing results before and after i
I drive and prioritize safety. Commitment from leaders and | | implementation. It can be measured through surveys of hospital staff,
! managers is important, their actions and attitudes influence the | | qualitative measurement (focus groups, interviews), ethnographic !
| perceptions, attitudes and behaviors of the wider workforce. | | investigation or a combination of these. Surveys of hospital staff are !
I Other important aspects of positive PS culture include: | | the most common way of measuring PS culture. Hospital staff are !
I« Shared perceptions of the importance of safety il often the first to notice patterns of unsafe practice and the conditions !
|« Constructive communication i | which increase or decrease the likelihood of such practice. !
I« Mutual trust i | PS culture forms one component of a comprehensive measurement and !
I+ Aworkforce that is engaged and always aware that things can Pl improvement system; it should be measured alongside other !
[ go wrong Pl indicators of safety and quality, such as, complications acquired !
[ Acknowledgement at all levels that mistakes occur P while in hospital, accreditation outcomes, mortality, patient-reported |
|« Ability to recognize, respond to, give feedback about, and | measures and serious in-hospital incidents. I
| learn from, adverse events. /-’ i /
! o 7
To support local monitoring of PS culture in Australian hospitals, the Commission is developing a toolkit which will include a short validated survey for regular
monitoring, along with an implementation guide. The guide will provide advice on options for more detailed examination of PS culture, and advice on how to use
this information to improve care.
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National level

P

St

Regional level

9 regions

Local level

The health system in Denmark operates across three political and administrative levels: national, regional and local.

Hospitals,
general

Regulatory and
B&l supervisory
functions in health

and elderly care

practitioners and
psychiatric

! Determination of national standards of care:

healthcare sector in Denmark.

« The Danish Healthcare Quality Programme is a national system intended to support a continuous quality improvement of
the Danish healthcare service as a whole. It is a method to generate persistent quality development across the entire
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The agency in Denmark regarding QoC, PS and CRM is presented as follows:

Governance structure and organization of QoC and PS

(D)
Governance Key Objectives

The Danish Patient Safety Authority supervises The Danish Patient Safety Authority performs a number of tasks that are
authorized healthcare professionals and organizations in part of their vision to strengthen PS. These tasks include to:

the Danish healthcare system. The board issues i.e., « Supervise authorized health professionals and health organizations
authorizations and advises on, for example, infectious diseases, and Offer advice about communicable diseases, health conditions relevant
collects and disseminates knowledge about PS, among other things, in the issuance of driving licenses and to conduct inquests, etc.

from the Danish patient safety database (DPSD). Issue registrations in 17 different healthcare professions to both Danish
and foreign healthcare professionals

Issue permissions to practice independently as a medical doctor, dentist

DANISH PATIENT
", SAFETY AUTHOR

KAS, the Danish Institute for Quality and or chiropractor

Accreditation in Healthcare, develops, plans and runs + Issue specialist registrations in the 38 medical specialties and specialist
the Danish accreditation programme for healthcare providers, called the registrations in the two dental specialties
Danish Healthcare Quality Programme (abbreviated: DDKM, + Handle the central administration of the reporting system for adverse
referring to the name of the programme in Danish). i events in the health service and contribute to using knowledge about
IKAS is an independent institution financed partially by public means, adverse events and knowledge from patient and compensation cases in
while private clients cover the costs related to their accreditation. It was a preventive way
established in 2005 and is supervised by a board of directors, including - Give advice about the right to medical assistance in other countries
representatives from the Danish Health Authority, Danish Regions, the pursuant to Danish legislation, EU regulation and other international
Ministry of Interior and Health, Local Government Denmark, The agreements.

Association of Danish Pharmacies, and The Danish Chamber of
Commerce, representing private hospitals.
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The Danish Programme regarding QoC and PS is explained below: ,
° QoC and PS plans
"J‘

oX Denmark has developed and implemented national QoC and PS initiatives in the health-care system in
terms of national clinical guidelines, performance and outcome measurement integrated in clinical
+ Does in Denmark exist any QoC or PS plan? databases, measurement of patient experiences, reporting of adverse events, national handling of patient

complaints, national accreditation and public disclosure of all data on the QoC. At national, regional, local
and hospital level, it is mandatory to participate in the quality initiatives and to use data and results for
quality management, quality improvement, transparency in health care and accountability.
The DDKM, developed and run by the IKAS, is a method to generate persistent quality development
M across the entire healthcare sector in Denmark: providing standards for good quality and methods to
%

measure and control this quality. The DDKM aims to include all Danish publicly financed healthcare

> services and seeks to operate on a cross-sectoral basis. The programme is a result of a collaboration
ar DD(M) betwegn ggntral governmen? and the regions, thereby covgring the public healthcare sector in full. Also,
ot municipalities, private hospitals, and pharmacies have signed agreements to become a part of the
The Danish Healthcare programme.
Quality Programme (DDKM)

The objectives of the Danish k Quality Prog are:

To avoid errors causing loss of lives, quality of life and resources;

To ensure that knowledge achieved via research and experience is utilised in all branches of the

healthcare sector;

o To document work performed;
They also have the Digital Health Strategy 2018- | « To achieve the same high quality across geographical boundaries and sectors;

i 2022, from which among the main goals it includes: | . ITo gler?erla:]e coherence in citizens' pathways across sectors — e.g. in the transition from hospital to
i i ; ocal healthcare;

I lmprgve PS, high .qua//ty treatment and a more J « To render quality within the healthcare sector more visible;

| efficient health service _ To avoid that all institutions must invent their own quality assurance system; and

To strive towards excellence — at all times.
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Danish recommendations regarding Reporting Systems are presented as follows:

Reporting System & Monitoring indicators

In 2001, a study named Danish Adverse Event Study
found out that 9% of discharged patients had
experienced an adverse event. From that moment, they
start to act on PS by implementing a Reporting
System that could teach how to do it. The reporting
system for adverse events is an important tool for
ensuring knowledge about what is going wrong in the
healthcare system. Since the reporting system was
established, there has been a great deal of focus on the
system and reporting itself. A culture of reporting has
been created in all sectors and among healthcare
professionals, patients and relatives. But at the same
time, it has become clear that the reporting system as a
whole is too bureaucratic and that there is too much
focus on reporting and too little focus on acting and
improving the systems as a result of the reports. In
order to optimize the system, they have stablished eight
recommendations for an optimized reporting system
that can support improvements in the healthcare
system for the benefit of PS. The eight
recommendations can be summarized under the
following headings:

The original spirit of the reporting system must
be preserved

The perspective and reactions to unintended
events can be divided into individual perspective
and a system perspective. The reporting system is
thought of and should still be too anchored in a
system perspective alone. This is entirely in line
with the available knowledge that in the vast
majority of cases it is inappropriate systems that
are the cause of unintended events - and not the
negligence or negligence of individuals.

The reporting system must be considered
together with the quality program
Incidents cannot stand alone and reporting itself
does not lead to improvements, there is a need to
think about the reporting system together with a
national quality program. Adverse events should
not be prevented in a separate context, but should
be used everywhere to motivate improvements in
the quality Health system that is being established
and where each unit Works systematically towards

local goals related to the overall quality goals.

It must be reported the important and anchor
the system locally

The working group recommends that in future,
healthcare professionals should only report what
is important - in contrast to now, where you are
obliged to report all unintended events. It must
also be made easier to report, and the reports
must, as far as possible, be used locally.

The reporting system must support a legitimate

and transparent healthcare system
The reporting system must contribute to a
transparent public system. There are international
experiences about the publication of anonymous
incidents, which the working group recommends
that you study and possibly pilot tests. Finally,
systems must be established to ensure that the
reporter receives feedback on how the system has
improved after reporting.
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CRM process and how risk is assessed are described as follows: ‘
CRM process Risk assessment
The risk management process in Denmark consists of several ’ K The risk ?ssessmen_lt_h_is_ thhe fo_uT(dationdtofb t.he risk
main activities which are fundamental to the overall process. management process. This Is where risks need to be:
Risk management is a cross-organizational process, and . . L -
involves many stakeholders with different tasks and areas of . fﬁ;"zzg 222 (:feS:s”L?rZ?j <(rr|iss':<|:r?2|m:i::)“0n)
responsibility. Planning, coordination and communication are . Evalzated in relation to the risk tolgrance(risk evaluation)
therefore always a backdrop in the risk management process,
both before and after the implementation of the main ) . .
activities. Management anchoring is crucial for a successful The rlstk ;;sr?s;menttﬁhgulqrslwgyzlb% Cirr'edt.o.[:.t on .thet?amslo;
risk management process. an established method. e individual activities in the ris
What is crucial for risk LT assessment are elaborated below. There is no method requirement
management is the following ——— in ISO 27001 for how the risk assessment is carried out. Choice of
3 activities: method can i.e. depend on the size and complexity of the
. Prepara‘tion of a risk e o) organization. However, an assessment must always be made of the
management plan ik ansiyss risk of loss of confidentiality, integrity and availability. How the risk
-~ assessment is carried out in practice must be stated in a process
+ Management anchoring o and method description, so that the risk assessment is systematic
risk management plan and the results comparable. Several of the activities will
advantageously be carried out simultaneously. For example, many
- Implementation of risk e risks can be both identified and analysed by the same people.
management plan = b
Figure 5: CRM process in Denmark
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Safety Culture in Denmark and its proactive approach are presented below:

Safety culture
o

—==

Governance Measurement process

- .
An the Patient Safety Strategy for 2019-2024 promoted by HSE, they : nh Denmark, the Danish Patient Safety Culture Questionnaire was
/ specify ways to improve patient safety culture by implementing a new ; / developed, which is based on an extensive development process with
way of organizational learning which actively promotes, captures, shares, field testing and validation. It has different stages: a developmental
spreads and implements learning to improve patient safety at every level of ‘ process, testing, validation and general use.
organization.

I
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|

Background
The Danish Act on Patient Safety was introduced in 2004, but already in
2002, the importance of a supportive culture for a high level of patient safety,
and the active role of the line management in creating such a culture, was
emphasized. In 2006 the first Danish PhD thesis on PS culture was
published. This thesis addressed topics such as experiences with reporting
of adverse events, ethics in patient safety, apologising after adverse events,
and the relationship between safety culture, occupational health and patient
safety. With this thesis, a validated instrument for measuring PS culture and
a manual of how to do was introduced and from 2016 onwards there has
been more and more focus on PS culture. The Danish Society for Patient
Safety has emphasised the importance of PS culture as a lever for better
patient safety, and they have addressed the issue of cultural changes in their

Y

|
|
|
|
|
Individual units and organizations e.g. nursing homes and hospital !
departments have worked with measuring and improving PS culture ‘
as part of quality improvement. Also, PS culture was used as an !
outcome measure in a large in-situ simulation intervention study across !
hospitals. In two of the five Danish regions accountable for hospital !
care, pilots of a PS culture measurement have been made to qualify !
the political strategical decision of a regional measure and plan the |
execution of the measurement and follow up activities respectively. A |
measurement has been performed across all hospitals in the Capital |
Region of Copenhagen, it involved answers from more than 15,000 |
health care professionals, and it was motivated by a serious breach in |
patient safety. The measurement was called PLUS, it was performed, /

improvement projects. 7 and results fed back to the hospitals in the spring of 2019. /
7 7
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The following are the main conclusions of the comparative analysis on QoC, PS and CRM systems:

Health-system organization

1. In all analysed countries, health expenditure ranges between 5 and 10% of GDP, and all of them follow the Beveridge
healthcare model, except for Australia who owns a mixed model.

Governance structures

2. All analysed countries own governance structures (public organizations or institutions) responsible for overseeing QoC and PS
issues (except for the Tuscany region whom institution focuses on CRM and PS).

2.1. Each of the analysed countries adequate its governance structure to its specific characteristics and all of them
depend on their respectively MoH.

« In Tuscany, the Clinical Risk Management and Patient Safety Centre is directly instituted by the Tuscany region
council. This organization is also observed in Catalonia, where the different stakeholders for quality and patient
safety governance (the Patient Safety department, the Alliance for Patient Safety and the Agency for Quality and
Sanitary Evaluation) are competencies of the local government.

* Inlreland and Denmark, the directorates in QoC and PS directly depend on the MoH.

« In Australia, the Commission on Safety and Quality in Health Care is an independent institution despite the funding
of the Australian and territorial government.
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The following are the main conclusions of the comparative analysis on QoC, PS and CRM systems:
@ Plans and strategies
3. All analysed countries have one or more strategic plans specifically about Quality and Patient Safety.
«  The period for the development of the work plans ranges between 2 and 5 years.
* Inlreland, they have two separated plans: one for Quality improvement and another one for patient safety.
* InAustralia, there is a global framework for Safety and Quality and a specific 2-years work plan.
* In Denmark, the QoC and PS are addressed trough a specific Quality Programme.
4. All the strategic plans pursue similar key objectives, even though each country shares the vision of those goals with a different
approach. All plans emphasize:
4.1. Importance of continuous quality improvement to achieve better QoC
4.2. Improvement based on patient-centred culture and patient experience
4.3. Promotion of safety culture through the oversee, identification, and prevention of adverse events
4.4. Support to health professionals through patient safety education/training programmes
4.5. Establishment of a patient safety strategy and development of a communication plan
58
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The following are the main conclusions of the comparative analysis on QoC, PS and CRM systems:

@ Clinical Risk Management

5. In terms of CRM, the five studied countries follow the ISO 31000 Risk Management Standards, which clearly defines the
CRM process.

5.1. Regarding Reporting Systems, each country has established specific reporting systems: some countries have more
standardized and systematized reporting, based on the gathering of multiple quality indicators through medical records,
while others use particular tools/platforms to register and report events manually and not systematically.

« In Tuscany, a tool that allows front-line healthcare workers for voluntary reporting is used. Similarly, in Catalonia, a
reporting system is used to inform about any type of incident related to patient safety in the public hospital network.

« lreland and Australia utilise monitoring indicators. In Ireland, the National Healthcare Quality Reporting System
(NHQRS) is based on 52 indicators for 5 key domains; while in Australia, indicators for reporting systems are
classified in 5 indicators sets.

« Denmark does not offer specific information about the reporting system and emphasize the importance of working
on the improvement actions rather than in the reporting

5.2. Concerning risk mitigation, countries are less specific in terms of the procedures applied to compensate for risks.

Only Ireland provides information about the general framework for risk mitigation.

« In Ireland, there is a National Risk Assessment which acts as a guide for risk. The Lead Government Department
decides about prioritizing and resourcing of appropriate mitigation measures and monitors and reports internally the
progress on mitigation. They stablish a five-stages procedure for risk assessment.

-~
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The following are the main conclusions of the comparative analysis on QoC, PS and CRM systems:

@ Patient Safety

6. All analyzed countries implement a patient safety culture prioritizing education, training, and research on patient safety to
healthcare professionals, making the special focus on Managers and Directors capacitation.

6.1. Particular strategies differ among countries, but they pursue these goals through initiatives like specific training
programs, masters, forums, newsletters, etc.

« In Tuscany and Ireland, the promotion of safety culture is supported through training programmes, including certified
master's courses taught by regional CRM centres or the Executive Health Service to promote a new safety culture,
with a special focus on manager training.

« In Catalonia, the Department of Health has implemented the Functional Patient Safety Units to promote patient
safety in the medical centres. These units work in the promotion and implementation of patient safety strategies and
measures in their centre.

« Australia also emphasises the measurement of the patient safety process and, the Commission is developing a

toolkit that includes a short validated survey and an implementation guide for regular patient safety qualitative
monitoring.
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