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European Standards for Healthcare Services
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Health services - Quality management systems - Guide for 
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performance improvement
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CEN/TC 362

EN 15224:2016 (WI=00362005)
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CEN/TC 403
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Aesthetic surgery services
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Aesthetic medicine services - Non-surgical medical 

treatments
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Managing 

Patients’ Risks 

and Safety



• It is estimated that 8-12% of patients admitted to hospital in the EU suffer 
from adverse events, such as healthcare-associated infections (which account 
for approximately 25% of adverse events); medication-related errors; surgical 
errors; medical device failures; errors in diagnosis; and failure to act on the 
results of test (WHO, 2014)

• On any given day one in 18 patients in European hospitals have at least one 
healthcare associated infection 

• Every year an estimated 4.1 million patients acquire a healthcare associated 
infection in the EU, and at least 37,000 die as a result. Furthermore it is 
estimated that 20-30% of healthcare-associated infections can be prevented 
by intensive hygiene and control programme

• Evidence on medical errors shows that 50% to 70.2% of such harm can be 
prevented through comprehensive systematic approaches to patient safety.

• Statistics show that strategies to reduce the rate of adverse events in the 
European Union alone would lead to the prevention of more than 750 000 
harm-inflicting medical errors per year, leading in turn to over 

• 3.2 million fewer days of hospitalization,
• 260 000 fewer incidents of permanent disability, and
• 95 000 fewer deaths per year.

(WHO, 2014) / Euro barometer 2014



Infections associated with health care services affect an estimated 1 in 20 
hospital patients on annual average (estimated at 4.1 million patients 
worldwide): 
urinary tract infections (27%), 
lower respiratory tract infections (24%), 
surgical site infections (17%) and 
bloodstream infections (10.5%)  

MRSA is isolated in about 5% of all infections associated with health care. 
The United Kingdom National Audit Office estimates the cost of such 
infections at £1 billion per year.



Medical errors are NOT systematically recorded and referred
in Greece (OECD tables do not provide Greece figures).

Sporadical research findings: 

❖Leonet et al, 2012: Study of 56 legal records

➢½ of medical errors might cause death

➢ Estimation of 6.000 deaths/year

➢ 37% cause severe disability

❖Liaropoulos, 2012: 40 patients out of 200 operated patients had a 
miss/failure in treatment, 7,5% threatened patient safety 

❖Lack of standardized recording and safety management systems 
in the Greek hospitals

(Doctorate dissertation of Mrs Riga Marina, 2014. University of Piraeus)



WHO Patient safety priorities
1. Look-alike, sound-alike medication.

2. Patient Identification

3. Communication during patient handovers

4. Peri-operative patient safety (Performance of correct procedure at correct 
body site)

5. Control of concentrated electrolyte solutions

6. Assuring medication accuracy at transitions of care

7. Avoiding catheter and tubing mis-connections

8. Single use of injection devices

9. Improved hand hygiene to prevent health care associated infection

10. Follow-up on critical test results

11. Patient falls

12. Health care-associated infections

13. Central lines

14. Pressure ulcers

15. Response to the deteriorating patient



Main Areas of Patients’ 

Risks



Adverse/ Critical events

❖Adverse events do not have to be caused by the drug or therapy

➢ Events of wrong site surgery

➢ Inpatient suicides

➢ Operative/post op complications

➢ Events related to medication errors

➢ Deaths related to delay in treatment

➢ Patient falls

➢ Assault/rape/homicide

➢ Retained foreign objects

➢ Deaths of patients in restraints

➢ Prenatal death/injury

➢ Transfusion-related events

➢ Infection-related events

➢ Deaths following elopement

➢ Anesthesia-related events

➢ Fires



DIN EN 15224: Main areas 

– Approach – Applied 

Methodologies 



• Published in December 2012, updated in 2015
(NEW version BS/ EN 15224:2016)

• It is the first, uniform European and industry-specific standard for
healthcare.

• The DIN EN 15224 is based on DIN EN ISO 9001.
• ISO 9001 applies to all companies, and DIN EN 15224 represents

an extension of the general parts of ISO 9001, such as organization
and quality management.

• DIN EN 15224 is specifically tailored to the needs of healthcare
providers: hospitals, inpatient and outpatient care facilities,
doctors' offices and also organizations in social care.

• The focus is on risk management and health-related issues such as
patient safety and the management of clinical risks in planning,
execution and governance processes.

DIN EN 15224: 
Quality Management for Healthcare



Quality Management System DIN EN 15224 

11 principles of Quality in Healthcare- among 
them:
❖Appropriate, correct care

❖ Availability

❖ Continuity of the care

❖ Effectiveness

❖ Efficiency

❖ Consistency

❖ Evidence-based, knowledge-based care

❖Patient care, including the physical and psychological integrity

of the care

❖ Integration of the patient

❖ Patient safety

❖ Timeliness and accessibility



HEALTHCARE SERVICES

Primary   - Secondary – Tertiary Care

Hospitals- Clinics
(General- Specialized)

Dental units
Day Care Units
IVF Units 
Eye Clinics
Rehabilitation Centers- Inpatients/ Outpatients
Mental Health centers
Hospices- Seniors Houses
Pharmacies
Alternative Medicine



Infection control, hygiene & 
prevention

❖Infection control screening process and protocols for
patients – isolation policy upon admission (cohorting
patients)

- Risk assessment/ risks’ allocation upon admission
-Action plan including preventive

measures/interventions/monitoring and
documentation procedures

❖Cleaning policies- Waste management procedures
❖Cultures program
❖Monitoring program
❖Occupational medicine and employees’ health

programs



Pre-operative and Peri-operative 
Safety



+ CODE WHITE (PURLPE in US): Disruptive person/ security incident



BS/DIN/SN EN 15224:2016

Clauses at a glance
• 4 Context of the organization 

• 4.1 Understanding the organization and its context 

• 4.2 Understanding the needs and expectations of interested 

parties 

• 4.3 Determining the scope of the quality management system 

• 4.4 Quality management system and its processes 

• 5 Leadership 

• 5.1 Leadership and commitment

• 5.2 Policy

• 5.3 Organizational roles, responsibilities and authorities 

• 6 Planning 

• 6.1 Actions to address risks and opportunities 

• 6.2 Quality objectives and planning to achieve them 

• 6.3 Planning of changes 

• 7 Support 

• 7.1 Resources 

• 7.2 Competence 

• 7.3 Awareness

• 7.4 Communication 

• 7.5 Documented information 

• 8 Operation 

• 8.1 Operational planning and control 

• 8.2 Requirements for products and services 

• 8.3 Design and development of products and services 

• 8.4 Control of externally provided healthcare processes, 

products and services 

• 8.5 Production and service provision 

• 8.6 Release of products and services 

• 8.7 Control of nonconforming outputs 

• 9 Performance evaluation 

• 9.1 Monitoring, measurement, analysis and evaluation 

• 9.2 Internal audit 

• 9.3 Management review 

• 10 Improvement 

• 10.1 General 

• 10.2 Nonconformity and corrective action 

• 10.3 Continual improvement 



Swiss Approval International

The 1st Certification Body 

accredited for 15224 in EUROPE

- PILOT OF UKAS



Implementation Guideline

ΕΝ 15224 by Swiss Approval



• October 2016: Office/ onsite assessments, Switzerland

• November 2016: Office/ onsite assessments, Greece
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Via G. Corti 5, POLUS KOMPLEX, CH-6828 Balerna / Ticino
Tel.: +41 (0)91 682 0540 / (0)91 682 92 92
www.swissapproval.ch
e-mail: info@swissapproval.ch

UNITED KINGDOM
483 Green Lanes, Suite 50, London, N13 4BS
Tel.: +44 330 330 9047
www.swissapproval.ch
e-mail: uk@swissapproval.ch 

SOUTH EASTERN MEDITERRANEAN SEA (SEMS)
Arch. Makariou 2-4, Capital Center, Nicosia
Tel.: +357 22680004
www.swissapproval.ch
e-mail: cyprus@swissapproval.ch

GREECE
Trapezountos & D. Akrita, 192 00 Elefsina, GR
Tel.: +30 2105562130
www.swissapproval.ch - www.swissapproval.gr
e-mail: greece@swissapproval.ch

UNITED ARAB EMIRATES
Oasis Center, Office No.59, 3rd Floor,Dubai, UAΕ
Tel: +971 4 3193001 - P.O.Box: 120685,
www.swissapproval.ch - e-mail: uae@swissapproval.ch
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ITALY
Via 25 Aprile 26, Vaprio D'Adda, Milano Area
Tel.: +39 02 90 96 64 86
www.swissapproval.ch
e-mail: italy@swissapproval.ch 

ALBANIA
Komuna e Parisit, Pallatet 1 Maj, sh 21, Ap 79 Tirana
Tel.: +355 682377995
www.swissapproval.ch
e-mail: albania@swissapproval.ch 

SERBIA
Bulevar Vojvode Stepe 59, 21000 Novi Sad, Serbia
Tel.: +381 216447947
www.swissapproval.rs & www.swissapproval.ch
e-mail: info@swissapproval.rs & serbia@swissapproval.ch

KINGDOM OF JORDAN
1803 Amman, 11947, Jordan
Tel: +962795474668
www.swissapproval.ch
e-mail: jordan@swissapproval.ch

KOSOVA
Rr. Garibaldi, H-1, 10000, Pristina
www.swissapproval.ch kosova@swissapproval.ch

http://www.swissapproval.ch/
mailto:info@swissapproval.ch
http://www.swissapproval.ch/
mailto:cyprus@swissapproval.ch
http://www.swissapproval.gr/
mailto:greece@swissapproval.ch
mailto:uae@swissapproval.ch
mailto:uae.academy@swissapproval.com
http://www.swissapproval.ch/
http://www.swissapproval.ch/
http://swissapproval.rs/
mailto:info@swissapproval.rs%C2%A0
mailto:serbia@swissapproval.ch
http://www.swissapproval.ch/
mailto:jordan@swissapproval.ch
http://www.swissapproval.ch/
mailto:kosova@swissapproval.ch

