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Abstract
Patient safety is high on the policy agenda internationally. Learning from safety incidents is a core component in

achieving the important goal of increasing patient safety. This study explores the legal frameworks in the countries

to promote reporting, disclosure, and supporting healthcare professionals (HCPs) involved in safety incidents. A

cross-sectional online survey was conducted to ascertain an overview of the legal frameworks at national level, as

well as relevant policies. ERNST (The European Researchers’ Network Working on Second Victims) group peer-

reviewed data collected from countries was performed to validate information. Information from 27 countries

was collected and analyzed, giving a response rate of 60%. A reporting system for patient safety incidents was in

place in 85.2% (N= 23) of countries surveyed, though few (37%, N= 10) were focused on systems-learning. In

about half of the countries (48.1%, N= 13) open disclosure depends on the initiative of HCPs. The tort liability sys-

tem was common in most countries. No-fault compensation schemes and alternative forms of redress were less

common. Support for HCPs involved in patient safety incidents was extremely limited, with just 11.1% (N= 3) of

participating countries reporting that supports were available in all healthcare institutions. Despite progress in

the patient safety movement worldwide, the findings suggest that there are considerable differences in the approach

to the reporting and disclosure of patient safety incidents. Additionally, models of compensation vary limiting

patients’ access to redress. Finally, the results highlight the need for comprehensive support for HCPs involved in

safety incidents.
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Introduction
Patient safety is one of the global challenges that involve all
healthcare institutions and practitioners in all countries. In
the last 20 years, there has been an increasing awareness
of the frequency with which adverse events occur in health
systems across the world. These reports highlighted that
patientsmay suffer injury or harmwhile receiving healthcare
and marked the beginning of a significant change in the con-
ceptual and operational definitions of quality in healthcare
institutions. Since then, patient safety has been positioned
high on the agendas of healthcare professionals (HCPs)
and those responsible for healthcare systems.

Studies on the frequency of safety incidents in healthcare
facilities at all levels of care1 have been followed by
research on the implementation of safe practices2 and ana-
lysis of the costs caused by adverse events in terms of eco-
nomic, physical, and emotional suffering, sick leave, loss of
workforce, loss of annual disability-adjusted life years, and
deaths.3–6

There are clear advances in patient safety, but difficulties
and barriers also persist.7 Learning from errors has helped in
improving safety8 but more progress is needed to cultivate a
blame-free environment within the walls of the healthcare
institutions, as well as society at large. Risk management
mechanisms have been introduced that promote the psycho-
logical safety of speaking-up about near misses and safety
incidents, while steering away from a blame culture.9

Nevertheless, some barriers still exist that impede achieve-
ment of patient safety targets at the individual, organiza-
tional, and socio-cultural levels. For example, the legal
framework of individual jurisdictions can help facilitate
better understanding of the context in which adverse
events occur, increase transparency towards patients and
their families following adverse events, and recognize the
impact that safety incidents also have on HCPs.10–13

This study explores the legal frameworks adopted by
countries around the world that enable HCPs to learn
from adverse events, whilst ensuring the protection of
patients’ rights. In doing so, the research provides an over-
view of the national approaches to the disclosure of patient
safety incidents, compensation mechanisms, and supports
for HCPs.

Methods
We conducted an international, cross-sectional study based
on the opinion of key informants on the legal frameworks
and the mechanisms and action plans implemented at

national level to respond to safety incidents ensuring the
protection of patients’ rights. This study is reported accord-
ing to STROBE guidelines.14

The Research Commission of the Department of Health
of Alicante-Sant Joan (Spain) considered this study, con-
cluding that the object of the study and the methodology
applied was exempt from ethical review according to the
Spanish regulation.

Participants
Members of the COST Action 19113 funded by COST
Association and lead by the ERNST (The European
Researchers’ Network Working on Second Victims)
Consortium were invited to participate. In accordance
with COST regulations, this network includes the participa-
tion of pan-European countries and the collaboration of
non-European partners, including countries from the
American and Asian continents. These Consortium
members were invited as ‘information-rich’ participants
with recognized expertise in the field of patient safety,
from a variety of disciplines including medicine, nursing,
and law. ERNST members are working mitigating the
impact of adverse events in their countries. In turn, they
were allowed to ask other colleagues for information to
ensure that all answers were completed properly.
Additionally, researchers from countries that have initiated
legal reforms with the goal of increasing patient safety,
identified through the specialized literature were also
invited. The inclusion criteria for these participants were
those who work in patient safety and/or have published
studies related to legal and ethical issues surrounding
patient safety (e.g., no-fault compensation systems,
apology laws, confidentiality and transparency, legal frame-
works relating to open disclosure, reporting systems and
analysis of patient safety incident reports, etc.). In total,
113 people corresponding to 45 different countries were
invited.

At that time, ERNST was composed of 26 countries
(Belgium, Bosnia and Herzegovina, Croatia, Czech
Republic, Denmark, Estonia, Finland, France, Germany,
Iceland, Ireland, Italy, Lithuania, Malta, Moldova, the
Netherlands, Norway, Poland, Portugal, Romania, Serbia,
Slovakia, Spain, Sweden, Switzerland, and Turkey), one
co-operating member (Israel), and one neighboring
country (Azerbaijan). As non-European partner countries
of the ERNST network, we invited researchers from
Argentina, Brazil, Chile, Colombia, Ecuador, Mexico,
Peru, Japan, and the USA. Likewise, participants from
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Australia, Bulgaria, Canada, China, Korea, New Zealand,
South Africa, and the United Kingdom were identified
and invited.

The most common scientific fields among the partici-
pants were public health, health sciences, health policy,
clinical medicine, and psychology. However, areas such
as communication, economics, law, nursing pedagogy,
pharmacy, and sociology, among others, were also
represented.

Participation was voluntary and informed consent was
obtained from all participants. Participants were also
advised about their right to withdraw from the study.

Instrument
We developed an ad-hoc online survey of 25 questions to
explore three core topics relating to the management of
adverse events (Annex 1). First, legislation and policies
relating to safety culture for learning from safety incidents,
including reporting systems, adverse events analysis, and
patient safety strategy were explored. Secondly, issues
relating to patients’ rights including access to safety inci-
dents information in the medical record, open disclosure,
apology, mediation mechanisms, and compensation
mechanisms were analyzed. Thirdly, questions surrounding
support for the HCPs involved in the event (second
victims), the legal framework (e.g., no-fault schemes),
legal privileges in notification, and apology were posed.
In addition, five open fields were included so that partici-
pants could make any comments considered necessary
regarding these issues. The survey was developed by IC
and JJM informed by the specialized literature. PG, MPA,
KV, and KAW review the first draft of the instrument.
The legibility of the questions and the length of the
survey were assessed. The country of the participants was
identified to determine the degree of legal framework
development.

Procedure
Participants were invited to participate in the study indi-
vidually via email, where the study’s objective, the charac-
teristics of the survey (topic, length, time consumption,
etc.), and the voluntary and confidential nature of participa-
tion in the study was also outlined. The study period was
from April 2019 to October 2022.

Data analysis
Frequency analyses were performed for questions with
closed answers. The open-text questions on previous
experiences and interests were analyzed qualitatively by
grouping the responses into thematic categories with the
identification of the origin country of each participant.
For those countries where there was more than one

informant, the responses were integrated to avoid the over-
representation of one informant over another. Data analyses
were performed with IBM SPSS Statistics 28.0.0. For the
open-text questions, EG, IC, and JJM independently ana-
lyzed the responses, identified relevant information, and
assessed possible consistency across countries.
Information provided by informants on the particularities
of their country or alternative mechanisms in place, but
not covered by the survey, was qualitatively incorporated
into the study results. The answers to question 25, about
specific rules and legislation applied in each country regard-
ing patient safety, were subsequently supplemented with
the information available in the WHO MiNDbank
database.15

Results
In total, 31 informants participated providing information
from 27 countries (19 European countries and 6 Latin
American countries belonging to ERNST and 2
non-ERNST countries) (Table 1). This represents a 60%
participation rate of countries invited. Nine informants
(29.0%) were managers of health institutions and 22
(71.0%) researched in patient safety, all who had more
than 3 years of experience in patient safety. 18 (58.1%)
worked in a university, 7 (22.6%) worked in a hospital,
and 6 (19.4%) worked in a healthcare organization. Those
countries for which there was more than one respondent
were Chile (3), Peru (2), and Spain (2).

Table 1. Countries from which respondents answered the

survey (N= 27).

Non-ERNST

members

Europe ERNST

members

Latin America

ERNST members

Canada Belgium Argentina

New Zealand Bosnia and

Herzegovina

Brazil

Croatia Chile

Denmark Colombia

Estonia Mexico

Finland Peru

Germany

Ireland

Israel

Italy

Lithuania

Malta

Norway

Poland

Portugal

Romania

Slovakia

Spain

Turkey
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The results of the first 24 questions of the questionnaire,
which correspond to closed questions, are shown in
Table 2.

Patient safety culture: proactive and reactive
approaches to clinical risk management
The existence of a national agency or similar entity respon-
sible for leading the patient safety strategy was reported by
less than half of the respondents for each country (N= 13,
48.1%). Only participants from 6 of 17 countries (35.3%)
noted the existence of reports assessing the impact of
patient safety policies and standards in pursuit of continu-
ous improvement of quality care. Despite the weight of
legal issues in addressing adverse events, in most participat-
ing countries (N= 15, 55.6%), activities on patient safety
policies aimed at lawyers and jurists were either unknown
or did not exist.

Regarding the reactive management of patient safety inci-
dents, 85.2% (N= 23) of the participating countries had a
reporting system at the institutional or national level.
Interestingly, in Denmark patients can also report adverse
events in the same system as the professionals do. In the
remaining 14.8% (N= 4), a reporting mechanism was not
usually available. In line with this data, 63.0% (N= 17) of
the respondents indicated that, in their country, this tool for
reporting incidents in practice is more of a formal system
than a realistic one focused on learning from experience
and avoiding similar incidents in the future. Regarding the
type of incidents reported, 92.6% (N= 25) of respondents
indicated all kinds of incidents (with and without harm),
despite their possible legal implications. The participants
from Germany and Turkey were the only ones who indicated
that exclusively near-misses were reported.

In 55.6% (N= 15) of the participating countries, it was
customary for the HCP involved in the adverse event to
take part in its analysis, regardless of the inter-institutional
variability at the national level. However, the participation
of the involved professional in the incident analysis was a
generalized practice in only 33.3% (N= 9) of the countries.
Specifically, in Denmark, Finland, Ireland, Italy, Malta,
Romania, and Slovakia, the involvement of the professional
in the adverse event analysis was mandatory. These partici-
pation figures decreased (N= 12, 44.4%) when asked about
the participation of the professional in a root cause analysis
to identify new barriers to help prevent the recurrence of
similar adverse events in the future.

Protection and respect for patients’ rights
Access to medical record information (including patient
safety issues), open disclosure of adverse events, and fair
compensation for harm associated with severe adverse

events were explored in the context of ensuring patient’s
rights.

In 81.5% (N= 22) of the participating countries, patients
had access, by law, to all clinical information on diagnoses
and treatments included in their medical records. However,
in only 9 of these, patients could also obtain information on
possible safety incidents that occurred during their care.
Furthermore, in 76.0% (N= 21) of the participating coun-
tries, health centers are legally obliged to provide complete
medical records to the patient or relatives (in the event of
the patient’s death).

Regarding the open disclosure of serious adverse events
to patients, participants from 44.4% (N= 12) of the partici-
pating countries indicated that this was an internally proto-
colized practice in healthcare institutions. However, the
same percentage of countries had no known policy (either
national or local) that mandated disclosure of an adverse
event. Consequently, in most countries (N= 13, 48.1%),
the practice of open disclosure after an adverse event was
voluntary and largely dependent on the initiative of
the HCP or the team involved. 22.2% (N= 6) of the coun-
tries reported the practice as being very infrequent. Only
participants from Chile, Ireland, Italy, and Norway reported
that their countries had precise legislation regulating the
professional’s duty to report adverse events to the patients
who suffer from them.

Mechanisms for redress after an adverse event, including
alternative forms of dispute resolution, were also explored
with participants. Six out of ten (N= 16, 59.3%) countries
did not have a known mediation system. In 60% of the
countries where such a system existed, patients were also
entitled to litigate a claim.

To the best of the knowledge of the study informants,
most participating countries did not have legislation specif-
ically designed to provide compensation in case of an
adverse event (N= 21, 77.8%), nor did they have a specific
compensation scale for these cases (N= 22, 81.5%).

No-fault compensation systems were less common.
Informants from Belgium, Denmark, Lithuania, New
Zealand, and Norway reported that a no-fault compensation
system existed in their countries. In all the other
jurisdictions analyzed, the most common form of redress
for patient safety incidents was litigation, with the tort
liability system common in most of the countries. In
some cases, this system co-exists with a mediation
system. For example, in Chile patients can go to the
Superintendence of Health to file a complaint and a medi-
ation process begins. In Poland, individual mediation
between the hospital insurer and patient also occurs. In
Mexico, they have the National Commission of Medical
Arbitration (CONAMED), whose purpose is to contribute
to the resolution of conflicts between users of medical ser-
vices and the providers of such services, through concili-
ation agreements including financial compensation,
medical care, etc. In some countries (e.g., Spain) there is
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the possibility of opening an asset file, and the insurance
company can mediate between the patient and the family,
and in Argentina there are alternative compensation
schemes.

Legal privilege and emotional support for HCPs
involved in the occurrence or management of an
adverse event
As regards reporting patient safety incidents, in most par-
ticipating countries (N= 24, 88.9%), there was no specific
regulation in place or known that offered legal privilege
to the professional using the reporting systems. The most
common practice was data anonymization a few days
after the analysis. A similar situation was observed concern-
ing the professionals or safety committee involved in ana-
lyzing the reported incidents.

Regarding open disclosure, there were no legal mechan-
isms to protect expressions of apology by the professional
to the patient victim of an adverse event from being used
in a malpractice lawsuit in 21 (77.7%) of the participating
countries. However, other informal supports were reported,
for example, 44.4% (N= 12) of participants reported the
institution’s provision of support to address this difficult
conversation with the patient or their relatives. The partici-
pant from Canada noted the existence of Sorry Laws, whilst
Ireland has legislation (Civil Liability (Amendment) Act
2017) that protects disclosure and apologies from being
admissible in litigation and/or disciplinary matters.

Regarding the impact of adverse events on HCPs, in
more than a quarter of the countries involved (N= 12,
44.4%), informants were unaware of specific interventions
to support HCPs involved in an adverse event (second
victims). Only in two out of 10 countries was the provision
of support for second victims a generalized practice.

The last question of the survey asked about the rules and
legislation applied in each own country regarding patient
safety. 19 (70.4%) responses were received, which are
represented in Table 3 along with the information extracted
from the WHO MiNDbank database.

Discussion
An analysis of the data suggests that although there is vast
variability between represented countries, all of them have
enacted rules, legislation and/or policies in relation to some
or all the following: learning from safety incidents to
increase quality assurance and patient safety (e.g., using
the information included in report systems), patients’
rights (access to medical records, open disclosure, apolo-
gies, and forms of redress), and support for HCPs involved
in adverse events (e.g., established targets in national
patient safety strategies to support HCPs when they
become into second victims). This study highlights the

disparity which exists among countries in the context of
the provision and promotion of patient safety. Given the
variability across jurisdictions, the research provides a plat-
form from which benchmarking studies may be undertaken.

Patient safety culture
Part of the variability observed is since less than half of the
participating countries had a specific agency or institution
responsible for leading a national patient safety strategy.
Although possession of such a strategy does not guarantee
its implementation, much less its desired impact, it is argu-
ably the starting point for progress in patient safety at the
national level and for unifying efforts internationally. It
also is indicative of a commitment to a culture of patient
safety. In the case of the countries where such an agency
and strategy exist, the low degree of implementation of
the other initiatives and guidelines addressed in this study
suggests that the strategy is sometimes a declaration of
intent that encounters difficulties in translating into
resources and local and institutional policies. Moreover,
the fact that there is no performance evaluation reinforces
this point.

Patient safety improvements require two main consid-
erations.11 First, a change of culture in healthcare
organizations and their environment, seeking a positive,
non-punitive, and learning attitude on the part of managers
is required. This includes the commitment and involvement
of professionals in the analysis and management of health
risks. Secondly, a legal framework that balances patients’
rights with conditions that favor a safety environment in
the exercise of clinical work is also needed. WHO is
aware of that and urges countries to introduce regulations
to ease patient safety culture among healthcare organiza-
tions in their countries, as it is defined by the strategic
objective 1 of the Global Patient Safety Action Plan:
Policies to eliminate avoidable harm in health.16

Commitment and involvement of professionals in
patient safety
The involvement of both professionals and patients in
patient safety has been recognized as one of the key
factors in achieving a safer environment.17 As regards react-
ive risk management, the existence of safety incident report
systems is a widespread reality among the participating
countries, but only in a few cases it is a realistic approach
to promoting learning.18,19 In the remaining two-thirds,
a gap exists between identifying the remote and recent
causes of safety incidents and introducing interventions to
prevent recurrent adverse events. However, this is in con-
trast with one of the main functions of a reporting system,
which should be to analyze what has happened and learn
from it to prevent future mistakes.20 It is relevant to
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differentiate between exploring how an adverse event arose
and learning from it. Counting how many adverse events
have occurred or how often they occur does not mean learn-
ing. For learning to take place, the causes must be analyzed,
and the source of the problem must be established.
Therefore, it is not enough just to have a report, but analysis
of what happened is essential. Nevertheless, this learning
process can be hindered by feelings of guilt and shame
that prevent a HCP from telling what happened. In volun-
tary systems, one issue that may influence the willingness
of HCPs to participate in incident reporting and analysis
is the fear of being identified and sanctioned,21,22 or what
is more, that he or she may be sued or taken to court for con-
flict of interest.

According to the participants in our study, in most
countries surveyed, HCPs involved in the adverse event
are not systematically involved in analyzing what hap-
pened and its causes. Regardless of the fact that precon-
ceived ideas about the event, biases, or a natural wish to
avoid criticism could lead to the HCP’s involvement in
the subsequent investigation limiting exploration of the
issues, his/her participation in the event analysis is
crucial as an information source and can help to his/her
recovery and to avoid the second victim syndrome.
Likewise, it sends a message in favor of the community
of professionals. In this study, most countries lacked reg-
ulations that contribute to engagement of professionals
during these processes, and most protective measures
relied on post-analysis anonymization of data. This is
even though international guidelines highlight the import-
ance of the right to protection of the reporter’s identity
when reporting a patient safety incident.20,23

Safety incident reporting systems and procedures for ana-
lyzing their causes are some primary means by which the
institution expresses its commitment to risk management.
These practices are a prerequisite for and, at the same time,
contribute to promoting a culture of patient safety.24–26 It is,
therefore, a foundation for moving toward more challenging
patient safety practices as those that specifically target patients
who suffer an adverse event and their families.

However, to achieve these targets some cultural changes
are needed. A blame culture shares the idea that the cause of
avoidable adverse events lies primarily in the occurrence of
human error when most often it is the result of the combination
of system failures and errors.27 Blame culture adopts a person-
centered view of the avoidable adverse event with the conse-
quence that disciplinary action, guilt, and shame are expected.
Nevertheless, it is proven that most adverse events have a sys-
tematic origin. In contrast, by adopting a systemic vision, the
immediate causes as well as the remote ones are analyzed.28

Indeed, different profiles of HCPs (including managers)
should be involved in the analysis to ensure different points
of view and encourage that recommendations are applied.18

Rather than simply using the term ‘error’, it is better to consider
incidents that cause or can cause harm to the patient, in which

case, organizational and procedural changes are more likely to
be required.

Moreover, a proactive safety culture and a clear under-
standing of what patient safety incidents represent and
how to prevent them have proven effective in creating an
enabling environment to prevent patients from suffering
avoidable harm during the care they receive.29 In this
regard, it is important to consider that HCPs can be psycho-
logically affected after an adverse event, which is known as
the second victim phenomenon.30 This, in turn, increases
the risk of new adverse events in a circle that perpetuates
itself over time.31,32 This fact has shifted the traditional
blame paradigm even more to emphasize the systemic
vision approach within a learning environment.

Protecting patients’ rights and supporting HCPs
When an adverse event occurs, the patient (and/or his/her
family) should be informed, and where appropriate, com-
pensated in an adequate and fair manner. A body of inter-
national research has highlighted the importance of
communication with a patient who suffers an adverse
event.10 Open disclosure is essential for the delivery of
high-quality patient care.10 This consists of informing
patients or their families that a patient safety incident has
occurred, providing an apology or expression of regret,
explaining what happened, indicating potential conse-
quences for the patient, and discussing the changes being
made to prevent recurrences.33 The non-disclosure of
patient safety incidents to those affected by them is uneth-
ical. Despite this, only three out of 10 patients, according to
some studies, are informed in OECD countries,10,34 In this
study, informants from more than 70% of the participating
countries indicated the absence of a specific policy or legis-
lation regulating the systematic duty to openly disclose
adverse events to patients. In four out of 10 cases, there
was an internal institutional protocol for this communica-
tion, while in one-fifth of the countries, it was an uncom-
mon practice.

Whilst policies vary, it is maintained that the relevant
HCPs should be involved in this discussion. Although
patients may gain insights as to what has happened in cir-
cumstances where they can access their medical records,
the presence of a HCP who can explain and discuss the
adverse event is necessary, since the patient does not
always have the prior knowledge to do so.35

Patients and professionals agree that open disclosure is
the correct practice after an adverse event. However, the
findings of this research suggest there is a gap between
theory and practice.36 Two of the most common barriers
cited in the literature to disclosure are fear of malpractice
litigation and lack of skills or training to perform the dis-
closure conversation appropriately.37,38

Accompanying the information about the adverse event
with an apology is essential to meet the emotional needs of
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Table 3. Rules and legislation of each country regarding patient safety.

Country Rules or legislation regarding patient safety

Argentina* Actions for patient safety in the healthcare setting

Tool for the Assessment and Improvement of Patient Safety in the Healthcare Setting (RM 2801/2020)

National Advisory Committee for Patient Safety (RM 1616/2017)

Belgium* Strategy Note on Patient Safety (2008)

Bosnia and

Herzegovina

Law on Health Care (Republika Srpska Official Gazette no. 18/99)

Law on the System for the Improvement of Quality, Safety, and for Accreditation in Healthcare (Official Gazette

of the FBIH, nos. 59/05, 52/11 and 6/17)

Brazil Order No. 1660 of July 22, 2009: Reporting and Research System in Health Surveillance (VIGIPOS)

Resolution - RDCNo. 36, of July 25, 2013, institutes actions for patient safety in health services and makes other

provisions

Order MS/GM No. 529 of April 1, 2013: National Patient Safety Program (PNSP)

National Program for the Prevention and Control of Healthcare Associated Infections (2016–2020)

Canada* Canadian Patient Safety Institute strategy (Patient Safety Right Now, 2018–2023)

Mandatory reporting of serious adverse drug reactions and medical device incidents by hospitals (2019)

Chile Law No. 20584 on Patient’s Rights and Duties

Patients Safety Standards (Res. Ex. 1031 (17/10/12))

Colombia* Single Accreditation System

Mandatory Quality Assurance System

National Patient Safety Policy

Technical Guide of Good Practices

Patient Safety Program

Croatia Act of 14 December 2018 on Quality of Health Care (Text No. 2339)

Ordinance on Healthcare Quality Standards and the Method of their Application (Text No. 1693)

Law on the Quality of Health Care and Social Welfare (Text No. 2472)

Law on Health Care (Text No. 4097)

Law on the Protection of Patients’ Rights (Text No. 2953)

Denmark* Promulgation of the Health Act (LBK no. 913 of 13/07/2010)

Danish Patient Safety Act 2003

Estonia - - - (There are no specific regulations yet, it will come into force in 2024)
Finland Health Care Act 1326/2010

Plan for implementation of quality management and patient safety Act 341/2011

Act on the Status and Rights of Patients (No. 785/1992)

Germany Law on Patient Safety Rights (Patientenrechtegesetz §630a-h BGB)

National Health Objective on Patient Safety (2022)

Ireland Civil Liability (Amendment) Act 2017

Health Act 2007

Israel Adverse Event Procedure (2009)

Availability of Information Act (1998)

Patient’s Rights Act (1996)

Italy* Law No. 24 of May 8, 2017: Provisions on the safety of care and the assisted person, as well as on the professional

responsibility of health professionals

Lithuania Law on the Rights of Patients and Compensation of the Damage to their Health (I-1562)

Order No. V-401 of May 6, 2010: Approval of Adverse Events Monitoring and Management Record

Malta Health Act of October 25, 2013, to regulate the entitlement to, and the quality of, healthcare services in Malta,

to consolidate and reform the Government structures and entities responsible for Health and to provide for

the rights of patients

Ombudsman

Mexico General Health Act (Diario Oficial de la Federación, February 7, 1984)

Quality and Patient Safety Committee (COCASEP)

Agreement declaring the mandatory implementation, for all members of the National Health System, of the

document called Essential Actions for Patient Safety (DOF, 08/09/2017)

New Zealand* New Zealand Health Strategy 2016

Health Practitioners Competence Assurance Act 2003

Health and Disability Services (Safety) Act 2001

(continued)
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patients. Despite the fear it may arouse among HCPs, for
many, it is the best way to alleviate their feelings of guilt
and distress about what happened.39 Furthermore, an
expression of sympathy or an apology can relieve anger
and frustration, thus allowing an easier agreement instead
of a more expensive and longer lawsuit, partly because
most of the time, the reason for the lawsuit is to find out
what went wrong, to seek acknowledgment of the error,
and to prevent recurrence.12,40,41 At present, guidelines,42

professional regulations, and a legal framework co-exist.
However, these are sometimes contradictory or, at least, dif-
ficult for HCPs to understand, which jeopardizes the object-
ive of achieving a higher quality of care.

After the occurrence of an adverse event, patients or their
relatives may decide to pursue redress. In three-quarters of
the countries surveyed, there is no Compensation Act
applicable in case of an adverse event or any alternative com-
pensation schemes. As a result, redress is mainly pursued
through the courts. Some countries have chosen to implement
communication-and-resolution programs (CRPs) to bring
together open communication, reporting and analysis of
adverse events, apology, and compensation to patients who
are victims of an adverse event or their families.43 Most of
these initiatives have been carried out in the United States,
encouraged by AHRQ’s CANDOR toolkit.44 Some of these
experiences have shown evidence of a reduction in the
volume and costs of malpractice claims, but the effect of
these programs on patient safety is still unknown.43 The

variability in the implementation and success of CRPs is
high, and it seems to depend on the support of organizational
leaders, the training of professionals in the program, the rela-
tionship between facility risk managers and liability insurance
representatives, decision-making protocols, supervision, and
the size of the institution.45

In addition to these alternative programs, mediation, and
arbitration can also play a role in successful medical dispute
resolution. These mechanisms as well as no-fault systems
aim to realize the principles of just culture and are better
accepted by patients and professionals as they reduce
costs, stress, and uncertainty. They are closer to the idea
of harnessing as much information as possible to create
an increasingly safe environment than the adversarial (liti-
gation) system and facilitate compensation to the patient
who suffered an adverse event in the more common case
of systemic causes. In this study, only four out of ten
nations have a mediation system available to claimants
or victims. However, some studies suggest that, under
certain conditions, alternative dispute resolution may be
a good option. In China, the People’s Mediation Law
allows mediation of disputes by the People’s Mediation
Committee free of charge. Upon request by the patient or
the medical institution, the process is conducted in four
steps: declaration by both parties; analysis of the case by
medical and legal experts; the invitation to specialists or
other professionals related to the case; and negotiation by
the mediator with both parties. The agreement after

Table 3. Continued.

Country Rules or legislation regarding patient safety

Norway* Patient and User Rights Act (LOV-1999-07-02-63)

National Action Plan for Patient Safety and Quality Improvement (2019–2023)

Peru* Ministerial Resolution No. 163-2020/MINSA of 2 April, 2020

Poland* Act of November 6, 2008, on Patient Rights and the Patient Rights Ombudsman

Portugal* Basic Health Law No. 95/2019 September, 4

National Patient Safety Plan 2021-2026 (No. 9390/2021, September 24)

Norm No. 015/2014 – National System of Incident Reporting - NOTIFICA

Romania Order No. 639/2016 for the approval of the Methodology for monitoring the accredited health units

Order No. 261/ 2018 regarding the approval of the Stages for the implementation of the National Program for

ensuring and improving the quality of health services and patient safety within the outpatient health units

Order No. 446/2017 regarding the approval of the Standards, Procedure and methodology for the evaluation

and accreditation of hospitals

Slovakia* Law 567/2004 Health Care Act

Spain Law 16/2003, of May 28, on Cohesion and Quality of the National Health System

Law 41/2002, of November 14, 2002, Basic Law Regulating Patient Autonomy and the Rights and Obligations

Regarding Clinical Information and Documentation

Turkey* Quality Standards in Health

Communication on the Procedures and Principles for the Provision and Protection of Patient and Employee

Safety in Health Institutions and Organizations” (R.G. No. 27214) of April 29, 2009

Regulation on Ensuring Patient and Employee Safety, of April 6, 2011

Patient Safety Association, 2006

Patient Rights Regulation (Official Gazette Date: 01.08.1998, Number of Official Gazette: 23420)

*This information has been completed according to the WHO MiNDbank database.
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mediation has legal effect, but for it to be legally binding,
the patients or health institutions must request judicial confirm-
ation. In an analysis of 4902 mediation records conducted
between 2013 and 2015, 41% of cases reached a mediation
agreement, 21% resulted in reconciliations between hospitals
and patients, 11% proceeded to litigation, and 21% withdrew.46

A similar system has been operating in Mexico (CONAMED)
since 1996 and France since 2002. In the latter, the National
Office for Compensation for Medical Accidents, Iatrogenic
Disorders, and Nosocomial Infections (ONIAM, acronym in
French) is a public institution whose mission is to organize a
friendly, fast, and free-of-charge compensation system for
victims of medical accidents. ONIAM and the Commission de
Conciliation et de Compensation, although independent institu-
tions, work in collaboration so that victims of serious adverse
events can receive fair compensation. The victims can access
ONIAM and be quickly compensated by an alternative
dispute resolution system, knowing that they can always, if
they prefer, go to court room.47

The predominant fault-based model of redress and
accountability for patient safety incidents contributes to
concerns about the liability of HCPs. The prevailing
medical liability system has significant shortcomings in
that it does not appear to perform its primary functions sat-
isfactorily. It does not work as means for providing patients
with malpractice compensation, rarely applies meaningful
corrective justice, and is ineffective in preventing substand-
ard care through the perception of risk.48

Protection of HCPs after an adverse event
Five other participating countries referred to professional legal
privileges when disclosing a safety incident (from admission
of the disclosure in subsequent litigation). Those who defend
the goodness of the ‘Apology Laws’ do so based on their poten-
tial to promote greater openness and transparency after an
adverse event, given that they are expected to offer some
legal guarantees to the professionals involved. Although the
results of studies on the impact of these laws on liability are
inconclusive, they suggest that this legal protection neither
increases nor decreases liability risk.39,49,50,51 The effect of
these rules on the frequency with which HCPs report adverse
events to patients and offer them an apology is unknown.
Ultimately, these laws, as we know them, are not a panacea
since they are limited in the coverage of expressions and do
not guarantee the quality of the apology. However, they
could perhaps contribute to transparency in healthcare and
patient safety while equalizing the opportunities for all patients
to access the civil justice system.52

Some countries have sought alternatives by introducing
other legal reforms in this context such as No-Fault
Compensation Systems. Belgium,53 Denmark,54 Lithuania,55

New Zealand,56 Norway,57 and Sweden58 are examples of
this approach. The available evidence suggests no association
between the measures of malpractice liability risk in its current

form and the health care quality and outcomes.48 In the New
Zealand case, the system of no-fault compensation for medical
misadventure, while it does not generate a higher level of
claims-making and receipt than tort jurisdictions, nevertheless
attracts claims well targeted in relevant respects. However,
these claims are associated with incidents that have not been
the result of substandard care, and that would probably not
receive consideration in a civil liability system. So, without
other procedural changes, a move to a no-fault system does
not necessarily address issues of low and selective claims-
making and receipt.59 Therefore, no-fault systems do not
appear to reduce adverse events or claims, although they
may be more respectful of patients and help reduce their suf-
fering after a poor health outcome.

Finally, we must understand the impact on patient safety
when professionals see their responsiveness compromised
and doubt their ability to make practice and decisions. The
need for support for HCPs after adverse event seems to be
clear if the important policy goal of patient safety is to be
achieved.32 Given the profound and long-lasting impact an
adverse event may have on HCPs, institutional support is
required.60 In this study, most respondents reported that
there is no institutional support for HCPs to help cope with
the emotional impact of being involved in a safety incident
or less than 25% of the institutions of their country, which
increased the risk of new adverse events.

Limitations
The purpose of the study was not to provide a specific legal
analysis, but to offer an overview of the international
approach to patient safety. As such, it is not intended as a
comparative legal analysis. The participants’ responses
may have a local bias, especially in the case of countries
organized politically and health-wise into regions or states
with a certain degree of independence. To reduce this bias,
key informants were instructed to cross-check information
with other key informants in their country. However, this
process was not recorded, and we cannot provide data on
where this instruction was followed. In some cases, the recep-
tion of more than one response per country made it necessary
to merge the responses for analysis. The way in which legisla-
tion and regulation govern patient safety in different jurisdic-
tions depends on a range of factors relating to the structures
in each country and the sociocultural, economic, and political
environments therein. However, we suggest the analysis here
offers some generally applicable insights on legal approaches
to patient safety at an international level. Finally, as this study
started in 2019, some rules/instructions or laws may have
changed from the time data collection began until now.

Conclusions
The data obtained from this study serve as a preliminary
study that shows the great variety of scenarios that exist.
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Despite notable advancements in the field of patient safety,
including the development of legislation and relevant pol-
icies, there is wide variability in the degree of development
and implementation of policies that guarantee the quality of
care and respect for patients’ rights after an adverse event.
In general, the prevailing situation on the international
scene is the existence of a strategic basis based on reactive
risk management. According to international guidelines,
safety incident reporting systems are a reality, although as
the findings of this research suggest their focus on learning
is not always guaranteed. Even though there are approaches
that enable HCPs to learn from adverse events whilst ensur-
ing the protection of patients’ rights, our research suggests
that institutional support to HCPs when reporting a patient
safety incident or disclosing an adverse event is limited.
No-fault compensation or other alternative compensation
schemes are still not used in most countries surveyed, min-
imizing opportunities to cultivate a ‘just-culture’. There is a
long way to go. While there is no universal best solution,
numerous initiatives are now in place to ensure the safety
and respect patients’ rights following an adverse event.
Some of these, such as tort reform, ‘Apology Laws’, or
compensation acts, are legally binding, while others, such
as CRPs, mediation systems, and other alternative
medical dispute resolution schemes, are not necessarily
legally binding. Future studies should delve deeper into
the outcomes of these systems, not only with a focus on
costs and litigation but also in terms of patient safety and
patient satisfaction. They should also explore the factors
and conditions that ensure successful implementation.
Furthermore, any such measures must be accompanied by
dissemination among HCPs and appropriate training.

The questionnaire covered a wide variety of situations,
some of them potentially complex, so a study combining
interviews with in-depth interviews could provide new
sources of information in the future and complement or
qualify what is presented in this work.
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