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1. Introduction 

Counci l  Recommendation 2009/C 151/011 put forward a range of measures on general  
pat ient safety and healthcare-associated infect ions (HAI)  and invited the Commission 
to report  on whether the measures are work ing effect ively and to consider the need 
for  further act ion .  

The Commission’s f i rst  report ,  which was publ ished in 2012,2 demonstrated 
sat isfactory progress in the development of nat ional pol ic ies and programmes on 
pat ient safety .  I t  a lso ident if ied areas requir ing further effort :  the educat ion and 
tra in ing of healthcare workers in  pat ient safety ,  empowering pat ients and developing 
a culture of learning from errors .   

The report  showed uneven progress across the EU. Some Member States reported that 
implementat ion had been s lowed by f inancial  constra ints result ing from the economic 
cr is is .  The Commission therefore proposed that i ts  monitor ing of the implementat ion 
of the general  pat ient safety  provis ions be extended for another two years .  

The part  of th is  report  on general  pat ient safety is  based on Member States’  
responses to a quest ionnaire from the Commission ,  repl ies to the publ ic  consultat ion3 
and the results of the Eurobarometer survey on c it izens’  exper ience and percept ion of 
the safety and qual ity of healthcare .4 I t  a lso presents EU-level  act iv it ies support ing 
the implementat ion of the Recommendation in the area of general  pat ient safety .    

Recent f indings by the European Centre for  Disease Prevent ion and Control  (ECDC) 
show that HAI cont inue to be a problem in Europe.  The chapter on HAI presents EU-
level  act iv it ies in  support  of Member States ’  implementat ion of the Recommendation .  

2. Implementation at Member-State level 

This chapter summarises the main act ion taken at Member-State level  and,  where 
possib le ,  i ts  impact and progress as compared with the s ituat ion in 2012. I t  is  based 
on repl ies received from al l  EU Member States ;5 and from Norway and the South 
Denmark region6 who repl ied on a voluntary basis .  References to ‘countr ies ’  should be 
taken to mean the EU Member States and Norway.  The headings ref lect the structure 
of the Recommendation .  

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
1  Council Recommendation (2009 C 151/01) of 9 June 2009 on patient safety, including the prevention and 

control of healthcare-associated infections (OJ C 151, 3.7.2009, p. 6). 
2  Report from the Commission to the Council on the basis of Member States’ reports on the implementation of 

the Council recommendation (2009/C 151/01) on patient safety, including the prevention and control of 
healthcare associated infections (COM(2012) 658 final). 

3  Report of the public consultation on patient safety and quality of care, June 2014; 
http://ec.europa.eu/health/patient_safety/policy/index_en.htm  

4  Eurobarometer B80.2 Patient safety and quality of care published in June 2014; 
http://ec.europa.eu/health/patient_safety/policy/index_en.htm 

5  DE sent an off-line partial reply, included in the analysis. 
6  When Danish replies from regional and national level are the same, they are reported as those of Denmark. 
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Development of policies and programmes on patient safety 

The Member States have made progress on developing pol ic ies on pat ient safety s ince 
the Recommendation was adopted.  26 countr ies developed or are f inal is ing pat ient 
safety strategies or  programmes, e ither f ree-standing or under other nat ional pol ic ies .  
More countr ies provided support ing documents than in 2012 (21 in 2014 against e ight 
in  2012) .  Most gave examples of indicators to evaluate the strategies .  23 countr ies 
ident if ied a competent author ity  responsible for  pat ient safety (19 Member States in 
2012) ,  but only 16 provided documents to support  th is .  A l l  but one author ity cooperate 
with author it ies in other countr ies ,  both with in and outs ide the EU. 

Al l  countr ies reported on pat ient safety measures in place.  Pat ient safety standards 
are mandatory in 20 countr ies (11 in 2012) and recommended in four others .  19 
countr ies use pat ient safety guidel ines ,  in  most cases developed at nat ional level ,  by 
the health ministry or  a dedicated agency.  However ,  the repl ies show that the 
understanding of standards and guidel ines var ies across countr ies .  Some countr ies 
report  on specif ic  standards for  a type of adverse event ,  others on qual i ty  
management systems and others take report ing and learning systems as examples .  
This makes i t  d iff icult  to assess and compare progress across the EU.  

The Recommendation encourages Member States to use information and 
communicat ion systems to support  the development of nat ional pol ic ies and 
programmes on pat ient safety .  The repl ies show that th is  provis ion is  mainly 
understood as cal l ing for  websites with information about pol ic ies .  Only a few 
countr ies reported on the use of report ing and learning systems, e- learning methods or 
e lectronic pat ient registr ies .  

Patient empowerment 

The 2012 report  concluded that insuff ic ient act ion had been taken to empower 
pat ients ,  both in terms of involv ing pat ient organisations in pol icy making and 
informing pat ients on pat ient safety measures .  

24 countr ies said they involved pat ient organisat ions in the development of pat ient 
safety pol ic ies (20 in 2012) ,  inc luding 12 countr ies which provided examples of 
specif ic  administrat ive and legal acts requir ing such involvement .  In  the major ity  of 
countr ies ,  organisat ions can provide feedback ,  most often at meetings organised by 
competent author it ies or  v ia publ ic  consultat ions .  

With respect to indiv idual pat ients ,  Member States are recommended to d isseminate 
information on pat ient safety standards ,  safety measures to reduce or prevent errors ,  
the r ights to informed consent to t reatment ,  complaint procedures and avai lable 
redress .  Here ,  considerable progress was reported:  18 countr ies provide pat ients with 
information on al l  the above (only f ive in 2012) — with the r ight to informed consent 
and complaint procedures being the most widely communicated.  Among al l  countr ies ,  
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only 18 gather feedback from patients about the avai labi l i ty  and accuracy of 
information provided,  mostly v ia surveys .  

The Recommendation cal led on countr ies to develop core competencies for  pat ients on 
pat ient safety .  No progress has been made in th is  f ie ld s ince 2012 as in many 
countr ies the term remains unclear .  I t  would therefore be appropr iate to c lar ify th is  
concept further so as to foster common understanding and uptake by the Member 
States .    

Reporting and learning systems on adverse events 

Further progress was reported on establ ishing report ing and learning systems. These 
exist  in  27 countr ies (15 in 2012) ,  mostly at nat ional (21) and healthcare-provider 
level  (13) .  However ,  where mult ip le systems are in place ,  they are rarely 
‘ interoperable ’  (only seven out of 26) .  A lso ,  only s ix  Member States ’  systems ful ly  
respond to the Recommendation’s requirements that they should :  

− provide extensive information about adverse events ;  
− be different iated from disc ip l inary procedures for  healthcare workers ;  
− al low patients to report ;  and  
− complement other safety report ing systems,  e .g .  those on pharmacovig i lance or 

radiat ion safety .  

Information from report ing systems is  mostly d isseminated in newsletters ,  health 
ministry reports and at conferences.  Several  countr ies use it  to detect alerts ,  monitor  
t rends and/or produce guidel ines or  recommendations .  Half  the Member States with 
such report ing systems share information so as to be able to learn from each other .  
However ,  only a few countr ies reported that errors are analysed at healthcare-provider 
level  and lessons are drawn to improve qual i ty and safety .   

In  25 countr ies ,  report ing by healthcare workers has increased over the past four 
years ,  but only 15 countr ies report  the same with regard to pat ients .  Both f igures are 
h igher than in 2012. 

Education and training of healthcare workers 

This area remains under- implemented.  Most countr ies reported that they encouraged 
mult id isc ip l inary t ra in ing on pat ient safety in healthcare sett ings ,  but three quarters 
do not provide information about the actual del ivery of such tra in ing in hospitals .  

Pat ient safety is  not widely embedded in the undergraduate and postgraduate 
educat ion of healthcare workers ,  on-the-job-tra in ing and the cont inuing professional 
educat ion of health professionals ,  except in  s ix  Member States .7 In  e ight Member 

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
7  No information from DE. 
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States ,  i t  is  not formally required at any level  or  for  any health professionals .  In  
countr ies with formal requirements to inc lude pat ient safety in educat ion and tra in ing ,  
pat ient safety is  mostly part  of on-the-job-tra in ing for  doctors ,  nurses and 
pharmacists .  

State of implementation by countries 

Chart  1 shows implementat ion progress by country ,  based on countr ies ’  self-
assessment as to whether the fol lowing are in place :   

− patient safety strategies ;   
− competent author ity ;   
− specif ic  measures to prevent medicat ion errors ,  HAI and complicat ions dur ing or  

after  surgical  intervent ion ;   
− ICT tools to support  pat ient safety ;   
− measures to involve pat ient organisat ions in pol icy making ;   
− measures to ensure d issemination of information about pat ient safety to 

pat ients ;   
− core competencies for  pat ients ;   
− report ing and learning systems in place;  
− report ing and learning systems fulf i l l ing cr i ter ia as def ined by the 

Recommendation ;   
− mechanisms to encourage report ing by health professionals ;   
− mult id isc ip l inary t ra in ing on pat ient safety in  hospitals ;   
− patient safety embedded in the education and tra in ing of health professionals ;  

and  
− measures to inform health professionals about pat ient safety standards ,  

guidel ines or  best pract ices .  
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Chart 1: Implementation by countries of the 13 measures analysed in this report8  

As the chart  shows,  most countr ies have in place at least half  the measures  analysed 
in th is  report ,  a few countr ies are c lose to ful l  implementat ion of the 13 measures 
whi le 11 have implemented less than half  the recommendations .  

3. Coordination of work at EU level 

In  addit ion to act ion by Member States ,  the Recommendation cal ls  for  act ion at EU 
level  to develop common defin it ions ,  terminology and comparable indicators ,  and 
share best pract ice .  The Commission has been coordinat ing the fol lowing act iv it ies in  
support  of such act ion :  

Exchange of knowledge, experience and good practice 

The exchange of knowledge in pat ient safety and qual i ty of care is  faci l i tated at EU 
level  in  two main fora .  One is  the Commission’s work ing group on pat ient safety and 
qual i ty  of care ,9 which br ings together representat ives of EU Member States and EFTA 
countr ies ,  internat ional organisat ions (WHO and OECD) and EU stakeholders :  pat ients ,  
health professionals ,  healthcare managers and experts in  qual i ty  of care .  The work ing 
group is  consulted on current and planned act iv it ies in pat ient safety and qual ity  of 

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
8  Only full replies to the questions, i.e. including supporting documents or providing examples, were 

acknowledged. 
 9  See http://ec.europa.eu/health/patient_safety/events/index_en.htm 
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care at EU level .  I t  can also produce reports or  recommendations at the Commission’s 
inv itat ion or  on i ts  own in it iat ive .  In  addit ion ,  i t  provides a platform for members to 
share knowledge about in it iat ives at nat ional level ,  stakeholders ’  act iv it ies and the 
outcomes of research projects .  

A second forum for the exchange of good pract ice is  an EU co-f inanced three-year 
jo int  act ion among Member States and stakeholders on pat ient safety and qual i ty  of 
care (PaSQ). 10 I ts  main tasks are to ident ify ex ist ing safe c l in ical  pract ices and good 
organisat ional pract ices in the EU, to arrange for  the exchange of knowledge about 
them and to test the transferabi l i ty  of pat ient safety pract ices to healthcare sett ings 
in other countr ies .  

The act ive part ic ipat ion of al l  EU Member States ,  Norway and other stakeholders in 
th is  jo int  act ion and the success of exchange mechanism events which took place in 
th is  f ramework conf i rm a c lear demand among stakeholders for  th is  k ind of 
cooperat ion at EU level .  However ,  as a t ime-l imited f inancing mechanism, the jo int  
act ion wi l l  come to an end in March 2015. The Member States and other partners have 
suggested sett ing up a permanent network which would cont inue and expand on the 
current act iv it ies .  Possib le new act iv it ies which could be developed by such a network 
inc lude a peer-review system for healthcare qual ity  improvement organisat ions and a 
mechanism for the rapid exchange of pat ient safety inc idents and solut ions .  

Tools to support implementation 

To support  implementat ion of the Recommendation ,  the work ing group has produced 
pract ical  guides on:  

− the educat ion and tra in ing of health professionals in  pat ient safety11 – th is  
provides a catalogue of ex ist ing modules and programmes with their  content ,  
target audience,  faculty capacit ies ,  learning outcomes and evaluat ion .  I t  a lso 
inc ludes a l ist  of success factors in  sett ing up pat ient safety modules and 
tra in ing for d ifferent groups of health professionals at d ifferent levels ;  and 

− the effect ive sett ing-up and funct ioning of report ing and learning systems12 – 
th is  refers to ex ist ing knowledge and exper ience of how Member States have 
organised establ ished report ing systems. I t  inc ludes pract ical  recommendations ,  
encourages a report ing and learning culture and outl ines the technical  
infrastructure required for  sett ing up and maintain ing the systems. 

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
10  See http://www.pasq.eu/ 
11  Key findings and recommendations on education and training in patient safety across Europe. Report of the 

Commission’s working group on patient safety and quality of care. April 2014 
http://ec.europa.eu/health/patient_safety/policy/index_en.htm  

12  Key findings and recommendations on reporting and learning systems for patient safety incidents across 
Europe. Report of the Commission’s working group on patient safety and quality of care. April 2014 
http://ec.europa.eu/health/patient_safety/policy/index_en.htm  
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To complement th is  work ,  the Commission asked the WHO to adapt the Conceptual 
Framework (CF) for the International Classification for Patient Safety13 for  report ing on pat ient 
safety inc idents in the EU.  This consists of developing a ‘minimal information model ’  
for  report ing pat ient safety inc idents ,  to be used as a template by healthcare 
inst i tut ions to col lect ,  rev iew, compare and analyse inc ident reports .  The information 
model wi l l  be accompanied by common terminology to designate and def ine the main 
types of pat ient safety inc idents .  

The Commission has also co-f inanced the OECD-led Health Care Qual ity  Indicators 
Project , 14 which has developed a set of qual i ty  indicators ,  inc luding pat ient safety ,  at  
health-system level ,  whereby the impact of part icular factors on the qual ity of health 
serv ices can be assessed.  24 EU Member States and Norway current ly  part ic ipate in 
the project .  

In  2010, although not in  response to the Recommendation ,  EU pharmaceutical  
legis lat ion15 was revised with respect to pharmacovig i lance act iv it ies .  S ince July 2012, 
Member States have been required to ensure that ,  where suspected adverse react ions 
ar ise from an error  associated with the use of a medic inal  product ,  reports to their  
pharmacovig i lance report ing systems are also made avai lable to the author it ies 
responsible for  pat ient safety .  

F inal ly ,  the Commission Green Paper on mHealth 16 h ighl ights benefits  of us ing 
telemedic ine and mHealth solut ions for ensur ing pat ient safety .   

4. Research and Health Programme 

The Commission has addressed pat ient safety and HAI by funding several  European-
wide projects under the F i rst  and Second Health Programmes and the Sixth and 
Seventh Framework Programmes for Research and Technological  Development .  The 
Third Health Programme (2014-20)17 and the new research programme Hor izon 2020 
(2014-2020)18 provide for funding for  further projects on pat ient safety and qual i ty of 
healthcare ,  inc luding HAI .  

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
13  http://www.who.int/patientsafety/implementation/taxonomy/conceptual_framework/en/ 
14  http://www.oecd.org/health/health-systems/healthcarequalityindicators.htm 
15  Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 on Community 

procedures for authorisation and supervision of medicinal products and establishing a European Medicines 
Agency, as amended by Regulation (EU) No 1235/2010 of 15 December 2010;  
Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community 
code on medicinal products for human use, as amended by Directive 2010/84/EU of 15 December 2010. 

16   Green Paper on mobile Health ("mHealth") COM(2014) 219 final. 
17  Regulation (EU) No 282/2014 of the European Parliament and of the Council of 11 March 2014 on the 

establishment of a third Programme for the Union’s action in the field of health (2014-2020) and repealing 
Decision No 1350/2007/EC (OJ L 86, 21.3.2014, p. 1). 

18   Regulation (EU) No 1291/2013 of the European Parliament and of the Council of 11 December 2013    
     establishing Horizon 2020 - the Framework Programme for Research and Innovation (2014-2020) and  
     repealing Decision No 1982/2006/EC. 
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At Member-State level ,  research programmes on pat ient safety have been developed 
in half  of the Member States .  A lack of f inancial  resources is  reported as the main 
barr ier  to developing research at nat ional level .  

5. Impact of the Recommendation 

This chapter is  based on information received from countr ies and complemented by 
results  f rom the publ ic  consultat ion and the Eurobarometer survey.  

Countr ies ’  repl ies show that the Recommendation ra ised awareness about pat ient 
safety at pol i t ical  level  (21 repl ies) .  In  16 countr ies ,  i t  t r iggered concrete 
nat ional / regional act ion ,  such as the development of pat ient safety strategies and 
programmes, the inc lus ion of pat ient safety in health legis lat ion or  the creat ion of 
report ing and learning systems. In  some countr ies ,  i t  strengthened and supported 
exist ing pat ient safety programmes and confi rmed their  consistency with EU pol ic ies .  

According to countr ies ’  self-assessments ,  the Recommendation ra ised awareness 
about pat ient safety at healthcare sett ing level  (20 repl ies) .  Only half  of countr ies 
judged that i t  had had an impact on empowering pat ient organisat ions and indiv idual 
pat ients .  

For 65  % of the respondents to the publ ic  consultat ion ,  the Recommendation 
contr ibuted to improving pat ient safety .  The repl ies conf i rm that i t  ra ised awareness 
at pol i t ical  level  but point to low levels of awareness in healthcare sett ings ,  in  
part icular  as regards pat ient empowerment .  

The Eurobarometer showed that the Recommendation did not change EU c it izens’  
percept ion of the safety of care .  As in 2009, over 50  % of respondents thought that 
pat ients could be harmed by hospital  and non-hospital  care .  

A lso ,  25  % of respondents said that they or their  family exper ienced an adverse event .  
Pat ients now report  considerably more adverse events than in 2009 (46  % vs .  28  %) .  
Most respondents felt ,  however ,  that such report ing does not lead to specif ic  act ion 
being taken.  

F inal ly ,  EU c it izens say that they usual ly  assess the qual ity of a part icular hospital  on 
the basis of i ts  general  reputat ion or other pat ients ’  opin ions .  This seems to indicate 
that object ive information about the qual i ty  of care in hospitals  is  not easi ly  
accessib le by pat ients .  

6. Areas of interest identified by Member States and 
stakeholders 

In  their  contr ibut ions to th is  Report ,  Member States ident if ied the fol lowing areas for  
further cooperat ion at EU level :  
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• patient safety pol ic ies and programmes (21 repl ies) ;  
• the development of b lame-free report ing and learning systems and encouraging 

report ing by both health professionals and pat ients  (21 repl ies) ;  and 
• the development and review of pat ient safety standards (20 repl ies) .  

The Commission received 181 repl ies to the publ ic  consultat ion ,  the main contr ibutors 
being health professional organisat ions ,  pat ient and consumer organisat ions and 
hospitals .  The respondents ident if ied a need for  improvement in the fol lowing areas:  

• patient safety in  non-hospital  care ;  
• ensur ing educat ion and tra in ing not only for  health professionals ,  but also for  

pat ients ,  famil ies and informal carers ;  
• encouraging the use of new technologies for  the benefit  of pat ient safety ;  
• support ing the harmonised EU-wide survei l lance of HAI and comprehensive 

assessment guidel ines on pat ient safety standards complemented by checkl ists 
and indicators to be used across countr ies ;  and  

• ensur ing equal possib i l i t ies of redress for  errors in  t reatment for  a l l  EU c it izens.  

72  % of respondents th ink there would be added value in enlarging the scope of EU 
act ion from patient safety to the wider qual ity  of care .  Pat ient safety is  seen as a 
result  of good qual i ty  healthcare .  Specif ic  proposed act ion at EU level  inc luded:  

• establ ish ing a common defin it ion of ‘qual i ty  of care ’ ;  
• developing an EU strategy on health-related information for  pat ients ;   
• consider ing gather ing pat ients ’  exper ience as an element of qual i ty  

improvement systems; 
• sett ing up a permanent European forum to promote and share best pract ice in  

pat ient safety and qual i ty  of care ,  bui ld ing on the jo int  act ion ,  e .g .  work on a 
system of qual i ty  standards in healthcare organisat ions ,  issuing guidel ines ,  
sett ing targets and benchmarking ;  and 

• taking account of the impact of workforce shortages and work ing condit ions on 
the qual i ty  of care and encouraging better  coordinat ion of care.  

Many respondents said the proposed act ion would also contr ibute to implementat ion 
of Direct ive 2011/24/EU.19 

7. EU action relating to healthcare-associated infections 

The Recommendation sets out act ion to be taken on HAI by Member States and at EU 
level .  The sect ions below present steps taken at EU level  to support  Member States ’  
act ion .  

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
19  Directive 2011/24/EU of the European Parliament and of the Council of 9 March 2011 on the application of 

patient rights in cross-border care (OJ L 88, 4.4.2011, p. 45). 
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Legislative action 

The Recommendation provides that Member States should use case def in it ions agreed 
at EU level  to al low consistent report ing of HAI .  Commission Decis ion 2012/506/EU of 
8 August 2012 includes in i ts  annex general  and specif ic  systemic case def in it ions of 
HAI ,  inc luding report ing instruct ions for  each of the condit ions .20 These case 
def in it ions of HAI wi l l  help not only to considerably improve survei l lance across the 
EU, but wi l l  a l low assessing the impact at EU level  of the prevent ive measures 
undertaken.  

HAI are covered by the new Decis ion No 1082/2013/EU on ser ious cross-border health 
threats .21 The Decis ion strengthens the Health Secur ity f ramework in the EU as regards 
preparedness planning,  r isk assessment ,  r isk management and coordinat ing measures ,  
inc luding r isk communicat ion aspects .22 I ts  provis ions wi l l  apply to HAI . 23 

Activities in the area of surveillance 

The ECDC network for  the survei l lance of healthcare-associated infect ions (HAI-Net)  
coordinates d ifferent modules to support  Member States in establ ishing or  
strengthening the act ive survei l lance systems referred to in Art ic le I I .8 .c  of the 
Recommendation .  

S ince the Recommendation was publ ished,  one EU-wide point prevalence survey was 
organised in acute care hospitals  in  2011-12 (ECDC PPS)24 and two in long-term care 
faci l i t ies (LTCFs) .25 Targeted survei l lance of HAI was implemented cont inuously 
through the survei l lance of surgical  s ite infect ions (SSIs)  and the survei l lance of HAI in  
intensive care units ( ICUs) .  

Overal l ,  the level  of part ic ipat ion in the European HAI survei l lance modules was 
considered high in n ine countr ies or  regions (AT,  DE,  ES ,  FR ,  IT ,  LT ,  MT,  PT and 
UK-Scotland) ,  medium in 13 (BE,  CZ ,  EE ,  F I ,  HU, LU,  NL,  NO, RO, SK,  UK-England,  UK-
Northern I re land and UK-Wales) and low in 11 countr ies (BG, CY ,  DK,  EL ,  HR,  Iceland,  
IE ,  LV,  PL ,  SE and SI) .  

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
20  Commission Implementing Decision 2012/506/EU amending Decision 2002/253/EC laying down case 

definitions for reporting communicable diseases to the Community network under Decision No 2119/98/EC of 
the European Parliament and of the Council (OJ L 262, 27.9.2012, p. 40). 

21  Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on serious 
cross-border threats to health and repealing Decision No 2119/98/EC (OJ L 293, 5.11.2013, p. 1). 

22   Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on serious 
      cross-border threats to health and repealing Decision No 2119/98/EC (OJ L 293, 5.11.2013, p. 1) 
23   HAI was covered by Decision No 2119/98/EC. 
24   Point prevalence survey of healthcare-associated infections and antimicrobial use in European acute care 
      hospitals, 2011-2012. Stockholm: ECDC; 2013 
25   Point prevalence survey of healthcare-associated infections and antimicrobial use in European long-term care 

facilities. April–May 2013. Stockholm: ECDC, 2014; Point prevalence survey of healthcare-associated infections 
and antimicrobial use in European long-term care facilities. May–September 2010. Stockholm: ECDC; 2014 
(both in press) 
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Guidance documents and reports 

The ECDC produced several  guidance documents and reports to support  Member 
States :   

In  the area of appropr iate use of ant ib iot ics a systematic review and evidence-based 
guidance to improve the compliance of healthcare professionals with appropr iate 
administrat ion ,  t iming,  dosage and durat ion of per ioperat ive ant ib iot ic  prophylaxis  for  
the prevent ion of surgical  s ite infect ions was publ ished.26   

In  the area hospital  infect ion control  programmes, a systematic review on hospital  
organisat ion ,  management ,  and structures in place re lat ing to healthcare-associated 
infect ion prevent ion ident if ied a manageable set of 10 key components of hospital  
infect ion control  programmes.27   

For nurs ing homes and other long-term care faci l i t ies ,  nat ional performance indicators 
for  infect ion prevent ion and control  and ant imicrobial  stewardship were developed and 
assessed,  which wi l l  be used as a basis for  monitor ing improvements of Member 
States in th is  area.   

F inal ly ,  core competencies for  infect ion control  and hospital  hygiene professionals 
have been developed and are already being used by Member States . 28  

8. Conclusions 

Healthcare-associated infections 

By leading to the adoption of a general  and specif ic  case def in it ion for  HAI and 
provid ing a standardised methodology and framework for  the nat ional survei l lance of 
HAI ,  EU-level  act ion contr ibuted to strengthening HAI survei l lance systems in the EU. 

In  part icular ,  the ECDC’s Europe-wide point prevalence survey of HAI and ant imicrobial  
use in 2011-12 contr ibuted to the improved col lect ion of data on HAI ,  even in Member 
States that had not previously started with th is  act iv ity .  

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
26   Systematic review and evidence-based guidance on perioperative antibiotic prophylaxis. Stockholm: ECDC; 
      2013  
27   These key components include: 1) organisation of infection control on a hospital level; 2) bed occupancy,  
      staffing, workload, and pool/agency nurses; 3) ergonomic aspects; 4) appropriate use of guidelines; 5)  
      education and training; 6) auditing; 7) surveillance and feedback; 8) multimodal and multidisciplinary  
      prevention programmes taking into account principles of behavioural change; 9) engaging champions in  
      prevention programmes; and 10) the role of a positive organisational culture. Zingg W, Holmes A,  
      Dettenkofer M, et al. Hospital organisation, management, and structure in the context of healthcare-  
      associated infection prevention: a systematic review. Lancet Infect Dis 2014: in press. 
28  European Centre for Disease Prevention and Control; Core competencies for infection control and hospital 

hygiene professionals in the European Union. Stockholm: ECDC; 2013. 
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The point prevalence report29 and the Commission’s f i rst  implementat ion report30 
indicate that Member States should focus their  efforts on ensur ing the targeted 
survei l lance of HAI in  surgical  s ite infect ions ,  intensive care units and nurs ing homes 
and other long-term care faci l i t ies .  

Further measures by Member States are needed to improve the rout ine case 
ascertainment of HAI ,  through the development of nat ional d iagnost ic  guidel ines ,  
cont inued tra in ing of healthcare workers in apply ing case def in it ions of HAI and the 
re inforcement of laboratory and other d iagnost ic  capacity in  healthcare inst i tut ions .   

More specif ical ly ,  the Europe-wide point prevalence survey – h ighl ighted the need to 
ensure :  

• adequate numbers of special ised infect ion control  staff in  hospitals  and other 
healthcare inst i tut ions   

• suff ic ient isolat ion capacity for  pat ients infected with c l in ical ly  re levant 
microorganisms in acute care hospitals    

• standardised survei l lance of alcohol hand rub consumption.    

To further support  Member States prevent ing and control  healthcare-associated 
infect ions and in support ing the implementat ion of the Recommendation ,  both the 
Commission and ECDC have pr ior i t ised addressing HAI . 31   

General patient safety 

The Recommendation has successful ly  ra ised awareness about pat ient safety at 
pol i t ical  level  and tr iggered changes such as the development of nat ional pat ient 
safety strategies and programmes and the development of report ing and learning 
systems in many EU Member States .  I t  has created a c l imate that is  conducive to 
improving pat ient safety in the EU. 

However ,  i t  has had less of an impact in  increasing pat ient safety culture at 
healthcare sett ing level ,  i .e .  encouraging health professionals to learn from errors in  a 
blame-free environment .  The impact on empowering pat ients is  only part ia l .  The 
educat ion and tra in ing of health professionals remains an area in which Member 
States and stakeholders  have pointed to a need for further effort .  A lso ,  

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
29  European Centre for Disease Prevention and Control (ECDC); Point prevalence survey of healthcare-associated 

infections and antimicrobial use in European acute care hospitals: 2011-12. Stockholm: ECDC: 2013. 
30  Report from the Commission to the Council on the basis of Member States’ reports on the implementation of 

the Council recommendation (2009/C 151/01) on patient safety, including the prevention and control of 
healthcare associated infections (COM(2012) 658 final). 

31  For example, ECDC will develop a repository of existing guidance and other documents, to foster the  
    exchange of best practices and the development of such documents in settings where they do not yet exist.  
    Furthermore, ECDC will develop a monitoring and evaluation system with a set of indicators to assess the  
    implementation of national strategies/action plan and their success in improving prevention and control of  
    HAI. 
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implementat ion of the Recommendation has not strengthened EU c it izens’  conf idence 
in the safety and qual ity of healthcare in their  country .  

Meanwhile ,  pat ient safety remains an issue in the EU , as conf i rmed by over 90  % of 
responses to the publ ic  consultat ion and by EU c it izens’  percept ions .  This is  supported 
by research 32 h ighl ight ing s ignif icant gaps between knowledge and pract ice in pat ient 
safety strategies and arguing that a substant ia l  proport ion of European c it izens are at 
r isk of receiv ing suboptimal care as a consequence.  

In  th is  context ,  the Commission considers there is  a need for  cont inued effort  at EU 
level  to support  Member States in improving pat ient safety and qual i ty  of care .  The 
fol lowing measures could be of part icular  re levance for further EU work ,  in  c lose 
col laborat ion with Member States and stakeholders :  

1 .  A common defin it ion of qual ity  of care and further support  for  the development 
of common terminology,  common indicators and research on pat ient safety ;  

2 .  EU col laborat ion on pat ient safety and qual ity of care to exchange good 
pract ices and effect ive solut ions .  This could bui ld on the current jo int  act ion 
and be extended to other topics ident if ied by Member States and stakeholders ;  

3 .  Developing guidel ines on how to provide information to pat ients on qual i ty  of 
care ;  

4 .  Development with Member States of an EU template on pat ient safety and 
qual i ty  of care standards to achieve common understanding of th is  concept in  
the EU; 

5 .  Reflect ion with Member States on the issue of redress as provided for  in  
Direct ive 2011/24/EU) ;  

6 .  Encouraging the development of t ra in ing for pat ients ,  famil ies and informal 
carers us ing also ICT tools ;  regular updating and dissemination of the guide on 
pat ient safety educat ion and tra in ing for  health professionals ;  and 

7.  Encouraging report ing as a tool  to spread a pat ient safety culture ;  regular 
updating and dissemination of the guide on the sett ing-up and funct ioning of 
report ing and learning systems. 

These measures could also support  an opt imal implementat ion of Direct ive 
2011/24/EU. 

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
32  Sunol, R. et al. 2014, Evidence-based organisation and patient safety strategies in European hospitals. 
    International Journal for Quality in Health Care 2014; pp. 1–9. 
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