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ABOUT THE PACT

The Pact for Patient Safety is an initiative driven by patients, and for

patients, to better protect patients from undue harm in healthcare

settings.

Led by the Irish Patients’ Association, the Pact brings together thou-

sands of patients committed to greater safety in Europe and beyond.

To show your support for greater safety, read the Pact below and

sign up here.
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Preamble

Although Member States each have a unique health system, every

health system is required by the Charter of Fundamental Rights

of the European Union to ensure “a high level of human health pro-

tection in the definition and implementation of all Union policies and

activities” (Article 35).(1) But the reality is that patients are not experi-

encing a high level of protection when entering healthcare settings

across Europe. For example, the European Centre for Disease Pre-

vention and Control estimates that 37,000 European die from health-

care associated infections every year. The World Health Organiza-

tion’s European Office estimates that medical errors or healthcare

related adverse events occur in 8-12% of EU hospital admissions(2)

(just in the UK, this equates to 850,000 adverse events annually).

Even more troubling, medical errors can be reduced by 50 â€“ 70%

with systematic patient safety strategies in place.(3)

However, we continue to see preventable death and injury to patients

in all health settings across all EU nations. Protecting patients from

preventable harm can no longer be a choice for healthcare systems

â€“ it must be the priority of all healthcare institutions. Proven guide-

lines exist such as those for hand hygiene, surgical check lists, pre-

scribing of medicines, professional competencies and corporate gov-

ernance but serious commitment to concrete implementation of

guidelines that can prevent errors and adverse events remain a signif-

icant challenge for healthcare providers and puts patients at great risk

every day.
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As the patients experiencing the preventable harm, the Pact for Pa-

tient Safety, is an initiative by patients and for patients, support-

ed by them and calls upon health authorities and policymakers,

healthcare professionals and healthcare providers, to sign up to the

Pact for Patient Safety to show their concrete commitment to-

wards better protecting patients from undue harm.

The Irish Patients’ Association, together with the Czech Association of

Patients, Council of Representatives of Patients’ organizations of Li-

thuania, Foundation for Patient Safety, Spanish Heart Patients Associ-

ation, French Diabetes Association, National Concern for Healthcare

Infections, DiabetesDE, Scotland Patients’ Association, UK Patients

Association, Diabetes Ireland, Focus Ireland, Irish Cancer Society,

Asthma Society of Ireland, Europa Donna Ireland, National Service

Users Council, Italian Liver Patients’ Association, European Federation

of Crohn’s and Ulcerative Colitis Associations, European Liver Pa-

tients’ Association and the European Men’s Health Forum, call on

health authorities and policymakers, healthcare professionals and

healthcare providers, to sign up to the Pact for Patient Safety â€“ a

pledge to implement the following procedural and material standards

of practice in order to better protect patients from preventable harm

as prescribed by the legally binding directive on Patients’ Rights in

Cross-border Healthcare.(4) (5)

 

Procedural Commitments:
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1. Involve patients: Each healthcare provider to systematically and

structurally involve patients, or their independent representatives, in all

aspects of the patient safety strategy 

2. Publish data: Each healthcare provider to systematically and con-

sistently collect data on key parameters of patient safety (including

usage of medicines and medical technology products) and publicly

release figures every year

3. Provide access: Access to full patient records for patients

4. Incentivise safety: Make management accountable for health sys-

tems and provide effective redress and compensation rights for pa-

tients 

5. Raise awareness: Annual report on patient safety by the Minister of

Health before the national parliament and include patient safety on

agenda of all meetings in healthcare

Material Commitments:

Clear and legally binding guidelines at national and regional level on:

6. Patient informed consent for all treatments

7. Risks to patients including those associated with medicines, clini-

cal, management, and equity

8. Evidence-based use of medicines and medical technologies

9. Use of approved treatments and technologies according to the

medical need of the patients.

10. Sufficient healthcare staffing to support patient safety

The costs of not committing to the above are staggering. Con-

tinuing the current trends equates to:
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1 in 10 patients harmed while receiving care(6)
1.4 million people suffering worldwide at any given time from in-
fections acquired in hospitals (37,000 deaths in the EU annually)
(7)
Between â‚¬4.65 billion and â‚¬22.5 billion per country every
year due to litigation, infections acquired in hospitals, lost in-
come, disability and medical expenses(8)
Sepsis, which arises due to infections and poor patient safety,
affects approximately 377 people per 100,000 in the EU/US.
There is a higher incidence of sepsis than stroke, cancer
(prostate, breast and lung combined), heart and HIV cases and
costs more than 11â‚¬ billion per year (and continues to rise).(9)
(10)

 

Explanatory Note

Pact for Patient Safety

The signatories to the Pact for Patient Safety recognise that while

more steps need to be taken to ensure safe delivery of healthcare for

all patients, there are commitments which can be made from authori-

ties, policymakers, professionals and providers to ensure that specific

practices are enforced which will better protect patients from unnec-

essary harm.

Signatories to the Pact for Patient Safety pledge their support of

the material and procedural commitments in order to prevent harm

and/or unnecessary risk to patients.

Procedural Commitments:
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Involve patients: Each healthcare provider to systematically and
structurally involve patients, or their independent representatives,
as partners in all aspects of the patient safety strategy

This issue addresses the need for patient representation
throughout the development of patient safety strategies at all lev-
els to ensure the patient perspective is reflected. In order to em-
power patients, Member States have called for the involvement
of patient groups in patient safety strategies in the Council Rec-
ommendations on patient safety including the prevention and
control of healthcare associated infections (2009). However, pa-
tient involvement in policy development has only formally been
adopted by 14 Member States in the EU (specifically in AT, DE,
DK, EE, ES, FI, FR, IE, IT, LT, NO, SE, SK, UK). How patient in-
volvement has been implemented still requires validation.(11) (12)
For meaningful patient involvement, issues of health literacy and
patient education must also be addressed.

Publish data: Each healthcare provider to systematically collect
data on key parameters of patient safety (including usage of
medicines and medical technology products) and publicly re-
lease figures every year.

Data collection of patient safety parameters and research into
patient safety is the key to benchmarking the reality of both safe
and harmful patient experiences within domains of risk such as
clinical, medicines, management and equity of access to health-
care. Research into patient safety is lacking, with only 10 Mem-
ber States having a dedicated national research programme
(specifically BE, DE, ES, FR, HU, IE, IT, NL, SE, UK) and few re-
port on the dissemination and learning of adverse events.(13)
(14) With more information about healthcare providers at their
disposal, patients can exercise their rights by making more in-
formed decisions about their safety. Information, however, is not
the end result â€€“ information should lead to consistent and reg-
ular decision-making so that the overall goal of improving quality
is achieved.
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Provide access: Access to full patient records for patients

Having full access to records allows patients to play a greater
role in their own safety while building trust with healthcare profes-
sionals. Patients who are more knowledgeable about their condi-
tions are more likely to have an open dialogue with their profes-
sional about the content of a patient record â€€“ ensuring in-
formed consent, adherence with treatment regimes, as well as
full disclosure about treatment, significantly reducing patient
harm.(15)

Incentivise safety: Make management accountable for health
systems and provide effective redress and compensation rights
for patients

In order to incentivise safety, managers of healthcare systems
should be accountable for their decisions just as we hold nurses,
doctors and allied professionals to account for their clinical deci-
sions. Each patient should have the right to take action whenever
he/she has suffered harm as well as the right to receive sufficient
compensation whenever he/she has suffered physical, moral, or
psychological harm cause by a health service treatment.(16) Pa-
tient protection from unnecessary harm must be embedded
across all areas of healthcare delivery with clear and specific
guidelines on reporting and redress for patients. The redress sys-
tem should lead to embedding a culture of safety and should
provide clarity to patients on how to take actions when unneces-
sary harm has occurred.

Raise awareness and improve accountability: Annual report
on patient safety by the Minister of Health before the national par-
liament and include patient safety on agenda of all meetings in
healthcare

This issue addresses the extent of priority given to patient safety
in policy making and the knowledge held by decision-makers
about the real versus perceived risks associated with receiving
care.(17) Though many patient groups raise awareness about

http://pactforsafety.com/about-the-pact/#q15
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safety concerns, facts and figures reported by the government to
the Parliament and all citizens require significantly greater detail,
profile and scrutiny. Patient safety is a key Governance issue and
should be the top priority on every health agenda.

Material Commitments: Clear and legally binding guidelines at na-

tional and regional level on the following:

Patient informed consent for all treatment

The rights of patients to be “fully informed of treatment and to
consent to treatment” are reinforced by both the Council Conclu-
sions of 2 June 2006 on Common Values and principles in Eu-
ropean Union Health Systems(18) and the European Charter of
Patients Rights.(19) Informed consent includes providing all infor-
mation about treatment, the risks and benefits, as well as alterna-
tive treatment options.

Risks to patients

The European Centre for Disease Prevention and Control esti-
mates that there are approximately 37,000 deaths annually in the
EU due to healthcare associated infections (HCAIs).(20) Ensuring
that regular and consistent prevalence surveys are undertaken on
domains of risk (medicines, clinical,
management and equity) as well as implementing hand hygiene
controls, can significantly reduce HCAIs in health settings,(21)
avoiding complications for patients, longer hospital stays and un-
necessary death. Prevention and planning is also necessary to
prevent adverse events outside of the treatment setting. This in-
cludes discharge planning and support, medication guidance
and other post treatment requirements outside of acute care.(22)

Evidence-based use of medicines and medical
technologies

Medicines and medical technologies provide opportunities to im-
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prove patient outcomes and protect patient safety if accessible,
used correctly, and in line with official guidance on which prod-
ucts are appropriate for which treatments. It is therefore impera-
tive, that healthcare professionals and health institutions follow
evidence-based clinical guidelines on use of such products for
treatment of patients to decrease any potential harm associated
with the delivery of care.

Use of approved treatments and technologies according
to the medical need of the patient

The European regulatory system is based on the comprehensive
assessment and approval of medical products which are accom-
panied by detailed descriptions of how medicines and technolo-
gies should be used. To ensure safe and patient-centred care,
continuous training of healthcare professionals on new medicines
and technologies must be a priority. Any prescribing for treatment
beyond approved use, should be done so only with the best
medical interests of the patient in mind and with the patients’ fully
informed consent.(23)

Sufficient healthcare staffing to support patient safety 

There must be an appropriate amount of qualified healthcare pro-
fessionals staffed in each institution to ensure the highest level of
quality of care for the patient. Healthcare professionals are es-
sential for reducing risks to patients as increases in adverse
events have been directly correlated to low levels of staffing.(24)
Effective, formal staffing plans must be implemented in all health-
care institutions with staffing plans created by individuals trained
to make these complex decisions.(25)

Background

In its simplest terms, the World Health Organization (WHO) defines

patient safety as “the prevention of errors and adverse effects to pa-

http://pactforsafety.com/about-the-pact/#q23
http://pactforsafety.com/about-the-pact/#q24
http://pactforsafety.com/about-the-pact/#q25


15/01/2017, 14*25About The Pact | Pact for Safety

Page 10 of 15http://pactforsafety.com/about-the-pact/

tients associated with health care.”(26)Â  Preventing harm to patients

is challenging as risk will always be involved in the delivery of health-

care, but harm can be reduced by following regulations, guidelines

and procedures already embedded in most patient safety pro-

grammes at local, regional and national level within EU Member

States.Â  The current risk to patients remains great, for example:

1. There is a 1 in 1,000,000 chance of a traveller being harmed
while in an aircraft. In comparison, there is a one in 300 chance
of a patient being harmed during health care.(27)

2. 4 million patients a year acquire an infection while receiving care
(EU only) (28)

3. 37,000 preventable deaths per year in the EU due to hospital ac-
quired infections (29)

The recent European Commission report to the Council on the basis

of Member States; report on the implementation of the Council Rec-

ommendations on patient safety including the prevention and control

of healthcare associated infections (2009) shows the significance of

embedding patient safety in healthcare policies. It reports that while all

countries have implemented patient safety as a priority in public

health policies, the extent of policy implementation remains unclear.

The Commission reports that 25 countries have designated a com-

petent authority for patient safety and 24 countries are encouraging

training on patient safety in healthcare settings.Â  However, there is a

lack of quantitative data underlining these statistics and ambiguity

persists as to how deep and comprehensive these measures are.

(30)Â 
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Both the WHO and the European Commission are prioritising patient

safety through various campaigns and projects in order to encourage

and direct health systems to better protect patients.Â  The WHO has

focused on implementing hand hygiene(31) and safe surgical prac-

tices(32) throughout health systems worldwide, and the European

Commission is currently supporting a Joint Action on patient safety

and quality of care which aims to broaden the implementation of the

Council Recommendations on patient safety including the prevention

and control of healthcare associated infections (2009).Â  Providing

immense knowledge and support, these initiatives are fostering

greater patient safety in health institutions.

However, patients continually experience situations where guidelines,

procedures and protocols are not followed resulting in harm to pa-

tients. Harm can be widespread – from not obtaining the informed

consent of patients, to not providing full disclosure about treatment,

to obstructing effective redress and compensation rights – the safety

of patients remains compromised in many areas.Â  Moreover, we can

only estimate the extent of adverse harm suffered by patients as only

9 Member States routinely collect information about errors and ad-

verse events.(33)Â 

Adverse events and errors cause death and injury to patients and

consume scarce resources while undermining the fragile domain of

patient trust. Â Adverse events also violate the rights of patients to

health protection which are guaranteed under the Charter of Funda-

mental Rights of the European Union,(34) and further reinforced in the
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Council Conclusions of June 2006 on Common Values and princi-

ples in European Union Health Systems,(35) the European Conven-

tion on Human Rights and Biomedicine(36) and the European Charter

of Patients Rights.(37)Â 
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