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Public consultation on 'Strategies for improving patient safety by 
prevention and control of healthcare-associated infections'1 

 
A web-based public consultation on 'Strategies for improving patient safety by prevention and 
control of healthcare-associated infections' was launched on 28 November 2005 and closed on 
20 January 2006. 44 responses were received. 

The following table and pie chart give an overview of the respondents to the public 
consultation: 

Respondent category Number of responses
Competent authorities (total) 12
Competent authorities national level 8
Competent authorities regional level 4
Competent authorities local level 0
NGOs 7
Health professional associations 6
Heallthcare providers 5
Patient organisations 0
Consumer organisations 0
Industry 7
Academia 6
Other 1
Anonymous 0
Total 44  
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The following pages provide details on the individual consultation comments received and 
their outcome in the Commission's proposal on patient safety, including the prevention and 
control of healthcare associated infections2. 

                                                 
1 http://ec.europa.eu/health/ph_threats/com/cons01_txt_en.pdf 
2 This document contains the views of various contributors to the Commission's proposal and may not in any circumstances 
be regarded as stating an official position of the European Commission. 
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Location Comment Outcome 
General comments 
 [North Glasgow University Hospitals] The emphasis of the document 

is on a strategy involving many different facets. However an overall 
systems model seems to be missing. The document seems to be a 
document of ‘get knowledge, try harder and spend more on getting 
surveillance uniform’.  My question would be where is the evidence 
that this will lead to success? 
The evidence you cite from Haley suggests is based on the success of 
local collection, local analysis and local feedback of data. SENIC was 
not based on the success of national or international surveillance 
systems. In fact there is no evidence that complicated national 
surveillance schemes are required to, or actually, improve HCAI.  
They can measure the problem but don’t cure it. 
Collecting data and producing it nationally showing variations – 
which are inevitable, will only drive the media / public / government 
‘something has to be done, who is to blame’. 
 
There is variability in the system to be monitored and therefore there 
must be variability in the monitoring system – Stafford Beer.  
. 
To improve HCAI is a laudable goal but one doomed to fail unless it 
is build around a systems model that includes and facilitates 
variability in the control mechanisms.  I think the document should 
include elements of both system dynamics and system cybernetics. 
I suggest that we do not use just experts in surveillance but include 
experts in systems and quality improvement. 
The model you are proposing will be costly. You should build in cost 
effectiveness evaluations into this document. It should be clear what 
it is costing to achieve the outcomes. No patients will be helped by 
getting national and international surveillance systems into operation 
– by making surveillance systems more complex. They will be helped 
by the introduction of local quality improvement measures applied 
locally where healthcare is delivered, i.e. by hospitals demonstrating 
the quality of the care they provide. 

The proposed national strategy represents an integrated overall 
approach to tackle HCAIs 
 
We disagree that national surveillance systems do not improve 
HCAI. Examples of some Member States show that surveillance 
of MRSA was an essential component in their strategy to tackle 
MRSA. 
 
Practice also shows that international initiatives/surveillance (e.g. 
HELICS, IPSE) works. 
 
It is acknowledged that any model should be flexible enough so 
that it can be adapted to the variability at the local level. However, 
surveillance methods need to be validated. 
 
It is fully agreed that implementation at the local level is essential 
for the strategy to work. The Commission's proposal includes 
recommendations on the local implementation of the strategy. 
 
Cost-effectiveness calculations have been performed in the Impact 
Assessment, an accompanying document to the Commission's 
proposal. 
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Work on clinical Microsystems, the most important unit of measure, 
is showing great promise. See work by Batalden / Berwick. 
The document should be built around and in support of local quality 
improvement in clinical Microsystems. Could such work be 
considered in the proposals. 
Benchmarking on very similar Microsystems is essential and would 
be an effective second step. 
 
I wonder if it would help if the term surveillance was dropped 
altogether in favour of HCQI – healthcare quality improvement. 
Surveillance suggests we want to count, HCQI suggests we want to 
make things better. 
 

 [Cook, manufacture of diagnostic and interventional products] We 
commend the Commission for engaging in this consultation on the 
very important subject of healthcare-associated infection (HCAI). 
Our company has also been focusing on this problem, particularly 
catheter-related bloodstream infections (CRBSIs). There are 
approximately 250,000 CRBSIs in the United States each year, 
causing more than 26,000 deaths. The vast majority of CRBSIs are 
associated with central venous catheters. CRBSIs also create a 
significant economic burden on hospitals and healthcare systems.  
American studies indicate that a single CRBSI increases hospital 
costs by $ 56, 171.   We do not have precise statistics for Europe, but 
there is no question CRBSIs constitute a proportionally large problem 
here. For this reason, we recommend the Commission specifically 
address CRBSIs in its program dealing with HCAI. 
 
In the United States, the Center for Disease Control and Prevention 
(CDC) lists reducing catheter-associated adverse events by 50% as its 
number one healthcare safety challenge. Also in the United States, 
the Agency for Healthcare Research and Quality (AHRQ), an agency 
within the Department of Health and Human Services, has made 
CRBSI’s a priority.  Indeed, the Institute for Healthcare 
Improvement’s 100,000 Lives Campaign lists reducing CRBSIs as 

It is acknowledged that infections caused by the (incorrect) use of 
intravenous and intra-uterinary catheters represent a major 
proportion in the total number of HCAIs. 
 
The Commission's proposal certainly also envisages the prevention 
and control of this specific type of infections. 
 
The ECDC can provide more detailed guidance on how to prevent 
and control this specific type of infections and HCAIs in general. 
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one of its six goals. 
 
Substantial clinical literature exists demonstrating specific practices, 
procedures and medical technologies that significantly reduce 
CBRSIs.  These include the following: 
 
 --Using maximum sterile barriers during line placement 
 
 --Applying a skin antiseptic prior to line insertion 
 
 --Selecting the proper insertion site 
 
 --Employing antibiotic catheters 
 
 --Adhering to hand hygiene guidelines 
 
 --Developing and implementing education and training 
programs 
 
A recent paper entitled “Striving to Eliminate Catheter-Related 
Bloodstream Infections: A Literature Review of Evidence-Based 
Strategies,” provides detailed information on the steps that need to be 
taken to combat CBRSIs. We attach a copy of that paper for the use 
of the Commission. 
 
We believe it is critical that Europe aggressively address the problem 
of HCAI.  Clearly,   the Commission has begun that process.  We 
urge that as part of its program it set out guidelines for European 
hospitals to combat CBRSIs, which comprise such an important 
portion of HCAI. 
 

 [Dutch Working Party on Infection Prevention] Indeed, the document 
on  HCAI is a very timely and needed one. In the setting of radically 
changing patient populations and health-care settings (patients getting 
older and hospitalization times shorter) that is furthermore influenced 

No change in the document required. 
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by a lack of  adequate human and financial resources, HCAI have 
become a major burden, limiting innovation of health-care and 
increasing patients suffering and health-care budgets.  
 
Learning from each other in Europe certainly is an important point, 
but we also have to acknowledge that the differences between health-
care systems in the different states are so wide, that “one-for-all” 
recommendations are truly impossible.  
 
As mentioned by the president of the Dutch Working Party on 
Infection Control (WIP) in an earlier response to a draft, the 
Netherlands presently have implemented many (if not all) of the 
recommendations, and in our opinion certainly are one of the leading 
European nations with regard to the control of HCAI. 
 

 [RIVM] We support the general conclusions of this document, and 
support assistance in this field to the Member States by the ECDC. 
Priority should be given to the MS with no national surveillance on 
nosocomial infections and antimicrobial resistance in place. The best-
suited form of (further) assistance in this field should be discussed 
with all MS. 
 

Indeed, ECDC can assist Member States through actions such as 
the provision of guidance and helping Member States to establish 
or strengthen active surveillance systems for HCAIs. 

 [HPA] This is a well written document but many of the concepts 
covered would seem to be already in place or under consideration in 
the UK, however this may not be in some other countries.   It was felt 
that unless there is the provision of positive outcomes for clinicians 
and hospital administrators it may be difficult to see any progress.  It 
may be also interesting to see if "payment by results" can provide a 
financial incentive to reduce healthcare associated infection. 
 
There is no mention of specialist pharmacists in hospitals or using 
incentives/training for General Practitioners etc to reduce 
antimicrobial use. 
 
The scope and purpose of this document is not really explained in the 

Identifying financial incentives for tackling HCAIs is Member 
State competence and therefore outside the scope of the 
Commission's proposal. It seems important that incentives would 
be adapted to the payment system for healthcare services (per diem 
system, case rate system or a combination of systems). 
 
The Commission's proposal refers to infection control staff which 
would also include e.g. specialist pharmacists tasked with 
monitoring antibiotic use. 
 
The reduction of antimicrobial use is covered by Council 
Recommendation 2002/77/EC and is therefore considered out of 
scope for this proposal. 
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introduction although some reference to a “council recommendation” 
on the prudent use of antibiotics is referred to.  The problem of 
healthcare associated infection is highlighted both in terms of human 
and economic cost and recommended strategies for combating the 
problem are outlined in 4 sections: 
 
1) Infection prevention and control measures 

a) Precise guidelines on hand hygiene, staff health (personal 
protective equipment, vaccination etc) and environmental 
issues (waste, linen etc), decontamination. 

b) Adoption of above policies in the community settings 
c) Quality standards 
d) Quality indicators 
e) Regular evaluation of guidelines 

 
2) Organisation of prevention programmes 

a) Total quality management approach 
b) Quality assurance 
c) Defining level of responsibility 
d) Establishment of IC programmes-linked to antibiotic policy 
e) Formation of Infection Prevention and control committees 

and Infection Prevention and control teams. 
 
3) Strengthening surveillance 

a) strengthening surveillance locally and nationally 
b) Systems should be internationally recognised classification 

systems to allow effective comparisons 
c) Training should be available in surveillance methods 

 
4) Education/training/research 

a) All institutions should have training in healthcare associated 
infection, epidemiology, infection prevention and control 

b) Speciality training should be available for IC professionals 
c) Audits of training 
d) Education and information exchange between organisations 

However, the Commission's proposal recommends a strong link 
between the prevention and control of HCAIs and the actions 
recommended by Council Recommendation 2002/77/EC. 
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e) Support research. 
 

 [ESCMID] The document addresses a relevant issue and the 
measures that are proposed are certainly well-considered. However, 
any healthcare-associated infection strategy to improve patient safety 
should be based not only on the implementation of the strategies in 
the nosocomial setting but also in the general health care continuum 
also including the community. Currently, the interplay among all 
clinical settings including long term care facility centres, home care 
and ambulatory facilities should be taken into consideration. In this 
document the strategies in the nosocomial setting have been well 
developed, however, the strategies to break the spread of 
multiresistant bacteria between hospitals and other health care 
facilities should be improved. 
 

The text on page 12 (line 7-9) of the consultation document 
already touched upon this aspect. 
 
The Commission's proposal mentions that infection prevention and 
control measures should be integrated into patient care plans, to 
ensure that control measures are consistent and communicated 
between all healthcare providers treating or caring for a particular 
patient. Although the focus of the proposal is on the hospital 
setting, it is considered that a good number of the 
recommendations can equally be applied to long-term care and 
rehabilitation facilities, and to ambulatory care practices. Further 
work may be  needed for specific recommendations for the 
community. 
 

 [Health First Europe] HFE would advise the European Commission 
to build on the conclusions and findings of the Luxembourg and UK 
Presidency summits on patient safety, and the WHO's World Alliance 
for Patient Safety. Moreover, and within the limits of its competence, 
the European Commission must play a strong leadership role in 
coordinating Member States' to control healthcare-associated 
infections in a transparent manner. Coordination must have an end 
though – this could be the identification of best practice, tracking the 
changes brought about by coordination amongst Member States, and 
devising a consistent and appropriate means of measurement. For this 
reason, the Commission should have a plan to make transparent all 
the coordination outputs so that outside stakeholders can understand 
developments occurring through cross-border coordination. Patient 
choice is increasing, and a very important factor in selecting a 
hospital is its performance with regard to HCAIs. 

Outputs will be communicated through implementation reports to 
the Council, based on reports sent by the Member States to the 
Commission. 
 
On the wider issue of patient safety: the Commission's initiatives 
on patient safety and on the prevention and control of healthcare-
associated infections were merged in the current Commission's 
proposal. 
 
With regard to healthcare worker safety, the attention is drawn to 
the "framework" Directive 89/391/EEC of 12 June 1989 on the 
introduction of measures to encourage improvements in the safety 
and health of workers at work3, 2000/54/EC on the protection of 
workers from risks related to exposure to biological agents at 
work4 and 89/655/EC concerning the minimum safety and health 

                                                 
3 OJ L 183, 29.6.1989, p. 1–8. 
4 OJ L 262, 17.10.2000, p. 21–45. 
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Finally, HFE would call on the Commission to also consider 
initiatives targeted at the wider issues surrounding overall patient and 
healthcare worker safety. This includes the occurrence of medical 
errors, study of the links between infections and safety for both 
patients and worker and the contribution of mitigating healthcare 
related infections to the overall quality care of the patient. 
 

requirements for the use of work equipment by workers at work5. 
In addition the European Agency for Health and Safety at Work 
shares good practice and communicates information on 
occupational health and safety issues. 

 [Health Protection Scotland] Throughout the document, where 
relevant, would like to have seen a stronger focus not just on 
surveillance activities but a programme approach to combating 
HCAI, which includes a strong emphasis on infection control 
measures, both evidence based and best practice examples, related to 
improving outcome data. This is the approach that is now being 
recognised throughout Europe as important (e.g. in individual 
countries and in the IPSE programmes of work). 
 
I would also support and encourage activities that evaluate the 
effectiveness initiatives, e.g. particularly prospective research on the 
numerous initiatives that are underway, and not just on the 
epidemiology and antimicrobial resistance patterns. Some 
cohesiveness and co-ordination is required, otherwise the many 
activities (and different terminology used) confuse those who are 
daily trying to prevent and control infection in their areas. It is easy to 
say that all countries should come on board but support mechanisms 
to allow this at all levels is required, otherwise those at local levels 
never get to hear about what are the latest ventures and what they can 
be doing. A model approach to activities and suggested templates for 
use to engage local areas in activities would be very useful, and 
prevent duplication of effort, for use in their entirety or for adaptation 
at local level. The many examples of good work going on at local 
level should be used for this (and this needs to be recognised within 
such a strategy paper to make local areas feel valued when they are 
already addressing the problem in many areas). We are in the process 

The national strategy, as recommended, represents an integrated 
approach of which surveillance activities is only one component. 
 
Best practice examples will be collected by ECDC. 
 
The Commission's proposal contains a recommendation on 
supporting further research on the cost-effectiveness of infection 
prevention and control. 
 
The terminology used in the proposed Council Recommendation 
has been clarified in a glossary. 
 
The Commission's proposal includes a set of recommendations on 
how infection prevention and control should be enhanced at the 
local level. 

                                                 
5 OJ L 393, 30.12.1989, p. 13–17. 
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of developing a model for sharing of best practice in Scotland. I 
appreciate the paper produced is an overview but suggestions should 
be given about how to implement the broad lines of strategy. 
 

 [Eucomed] Needlestick injury is a serious occupational risk faced by 
European healthcare workers, with the potential for the transmission 
of life-threatening infections, such as HIV, and hepatitis B and C. 
Approximately 1 million needlestick injuries occur every year across 
Europe. This risk could be significantly reduced by the use of 
technology existing today. In some EU Member States, the use of 
such medical devices, incorporating needle protection, is being 
successfully implemented. A pan-European needlestick healthcare 
worker safety requirement would therefore be appropriate. 
 

The Commission's proposal focuses on patient safety and the 
prevention and control of healthcare associated infections. 
However, the safety of healthcare workers is very important and 
the attention is drawn to the "framework" Directive 89/391/EEC of 
12 June 1989 on the introduction of measures to encourage 
improvements in the safety and health of workers at work, 
2000/54/EC on the protection of workers from risks related to 
exposure to biological agents at work and 89/655/EC concerning 
the minimum safety and health requirements for the use of work 
equipment by workers at work. In addition, the Commission 
performed a consultation on the scope of possible Community 
action on the specific issue of needlestick injuries6. 
 

 [Johnson & Johnson] Healthcare-associated infections are a 
complicated area and we would support this topic being broken down 
further into sub-classifications such as: 
• Bloodstream infections (e.g. catheter-related)  
• Ventilator-associated pneumonia,  
• Urinary Tract Infection (UTI), 
• Lower respiratory infection, 
• Gastrointestinal, skin, soft tissue, and cardiovascular 
infections, 
• Surgical-site infections (SSI) 
• Ear, nose, and throat infections, 
 
We believe this level of detail and understanding would facilitate a 
more effective surveillance and reporting system and help the 
healthcare systems across Europe achieve better outcomes related to 
healthcare-associated infections. We are happy to further elaborate on 

A breakdown of the types of HCAIs is not deemed necessary for 
the level of detail contained in the Commission's proposal. 
Subsequent ECDC guidance documents may go into more detail. 

                                                 
6 http://ec.europa.eu/employment_social/social_dialogue/docs/needlestick1_en.pdf 
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this subject at any convenient time. There is large variation in the 
reported rates of SSIs, to name but one, in the literature. These rates, 
depending on classification and surgical procedure, lie in the range of 
2-20%. With an estimated 30 million surgical procedures performed 
annually in Europe, there is an estimated rate of 450.000 to 6 million 
SSIs in Europe per year. 
 

 [Infection Control Nurses association, UK] 1. It would be helpful 
to spell out that HCAI is a complex entity.  The implications of this is 
that different HCAI problems need different solutions and that, in 
particular, the collection and interpretation of surveillance data on 
HCAI is fraught with difficulty.  For example, MRSA can colonise or 
infect patients; the point of acquisition can be difficult to determine 
and the risk of acquiring it is dependant on a wide range of risk 
factors that are both difficult to define or collect data on. Most HCAI 
can not be considered as 'single' but rather a type of infection e.g. 
surgical site infection, urinary tract infection, whose prevention 
(regardless of the pathogen) is dependant on the application of a set 
of infection control procedures (not hand hygiene alone). 
 
A glossary would be useful to ensure that the UK interpretation of 
terminology is consistent with that of other English speaking 
countries. 
 

The complexity of HCAI is recognised in the Commission's 
proposal. 
 
Guidance on surveillance and interpretation of data may be 
provided by ECDC. 
 
The terminology used in the proposed Council Recommendation 
has been clarified in a glossary. 

 [Romanian National Institute for Research and Development in 
Health] The reality in hospitals: the nosocomial infection rate is 
commonly underestimated; the level of knowledge about definition, 
risk factors, correlation among risk factors varies from hospital to 
hospital and from department to department. There is a difference 
between the legal requirements and the true implementation. The 
capacity of hospitals in dealing with the problem of nosocomial 
infections is variable starting with the awareness about and 
continuing with capacity of building appropriate teams, in defining 
and setting a constructive working manner. 
With regard to indicators, our attempts in designing and measuring 

On average, current funding of research on HCAIs is insufficient. 
The proposed Council Recommendation underlines the importance 
of supporting research. 
 
The prevention and control of HCAIs should be part of 
accreditation, if such systems are in place. Accreditation would be 
expected to be linked to external audits. However, a constructive, 
rather than a repressive approach should be applied. 
 
The Commission's proposal mentions that infection prevention and 
control measures should be integrated into patient care plans, to 
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more deeply the hospital or department risk for nosocomial infection 
failed more or less for the following reason: the information in 
current patient files is not precise enough in order to compute the 
exposure to certain risk factors, the moment of the first symptoms, to 
compute the costs of nosocomial infections. 
The interest of the hospital professionals would increase if there were 
means to finance such studies, if there were a positive incentive for 
such work and dissemination of findings. The methodology should 
however be developed outside the hospitals. 
The accreditation of hospitals should be conditioned by the presence 
of supervising systems for nosocomial infections, audited externally. 
The supervision should be extended also after the patients leave the 
hospital, with the involvement of the family doctors. 
 

ensure that control measures are consistent and communicated 
between all healthcare providers treating or caring for a particular 
patient. 

 [Department of Health, UK] We welcome this initiative in this 
important area of patient safety. In addition, we are pleased that the 
association with antimicrobial resistance has been recognised. A lot 
of expertise on HCAIs already exists in Members States and it will be 
important to ensure that there is no duplication of effort. The EU will 
have an important role in enabling collaboration and exchange of 
information. 
The document will need clarification, discussion and amendment but 
it is a good starting point. It needs to have a greater focus on the fact 
that senior management involvement is essential for progress to be 
made and that infection control is everybody's responsibility not just 
the concern of Infection Control Teams. 
 

The Commission's proposal mentions the importance of involving 
all hierarchical levels and functions to achieve result-oriented 
behavioural and organisational change. 
 
It is endorsed that infection control is everybody's responsibility. 
The interdisciplinary Infection Prevention and Control Committee 
should aim at involving a wide representation of different 
healthcare professionals. The Infection Prevention and Control 
Team should work in close cooperation with link staff at the 
different wards/departments. 

 [European Federation of Nurses Associations] One apparent 
important omission from the consultation document concerns the 
occupational risks faced by nurses and other healthcare workers due 
to healthcare associated infections.  
For example, life-threatening infections are faced by healthcare 
workers, on a daily basis, due to accidental injuries with 
contaminated needles. A needle stick injury occurs when the skin is 
punctured with a needle that may be contaminated with a patient’s 

Occupational health and safety: see previous comments. 
 
Shortage of nurses: the aspects of shortage of nurses and the 
inadequate average nurse to patient ratios are recognised but are 
outside the scope of this proposal. 
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blood. Contaminated needles can transmit more than 20 dangerous 
blood-borne pathogens, including hepatitis B, hepatitis C and HIV. 
One million needle stick injuries occur in the European Union every 
year, and following a needle stick injury nurses, and their families, 
face many months of emotional anguish, not knowing if a life-
threatening infection will be acquired. 
Independent studies have demonstrated that the risk of needle stick 
injuries can be significantly reduced with the introduction of 
preventative measures, including training and education, safer 
procedures and the use of medical technologies incorporating needle 
protection. 
The escalating shortage of healthcare workers is a serious cause for 
concern throughout Europe. One of the reasons that nursing is not 
seen as an attractive career path is the unacceptable safety risks that 
are present in the workplace. 
In view of the above, we suggest that the risks of occupational 
exposure to serious infections faced by healthcare workers should be 
included within the scope of the Commission’s considerations. 
 

Background 
Page 3, line 27-
35 

[ESCMID] The problem of immunosuppression should be 
mentioned. 
 

This part has not been retained in the Commission's proposal. 

I. Introduction 
Page 4, line 2 [European Hospital and Healthcare Federation] healthcare institutions 

hospitals and other healthcare settings 
 

Agreed. The term 'healthcare institutions' has been implemented 
throughout the proposal. 

Page 4, line 5-6 [European Hospital and Healthcare Federation] “Healthcare 
associated infection (HCAI) affects an estimated one in ten hospital 
patients each year.”: please put a reference on the source of these 
data. 
 

These data have been replaced by a more recent calculation made 
by the ECDC and can be found in the Impact Assessment 
accompanying this proposal and in the ECDC 2008 Annual 
Epidemiological Report. 
 

Page 4, line 10-
11 

[Eucomed] HCAI is not a new phenomenon.  It has been recognized 
for as long as medicine has understood the causes of infection and 
disease transmission.  For many decades, the healthcare technology 

The text on advances in medical technology and treatment has 
been better balanced and is mentioned in the Commission 
Communication. 
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industry has sought to develop products which will avoid or 
minimize the risk of HCAI. Therefore, we do not agree that "HCAI, 
in a certain way, is a price we pay for advances in medical 
technology and treatment" (page 4, first paragraph), as quite the 
opposite is true. 
 
[Johnson & Johnson] Whilst we would want to caution for statements 
made such as that HCAI’s may be “the price we pay for advances in 
medical technology” , we recognize the validity of some of the 
illustrative examples, we believe that many technological 
developments help in fighting such HCAI’s and to protect patients 
and ensure their safety. In this regard, we would suggest that in the 
light of the level of residual risk for patients, the issue of the 
reprocessing of used devices for single use only, be included as part 
of the strategy for improving patient safety and that a Europe-wide 
approach be formulated on this issue. Lack of data on the variety of 
aspects that might intervene in developing such a practice, could be 
misused to justify its allowance whilst resulting in a de facto 
reduction of the quality of care and an increase in risk for HCAIs and 
in general clinical outcome for patients. 
 

 
 
 
 
 
 
Medical devices and their use are governed by Council Directive 
93/42/EEC of 14 June 1993 concerning medical devices, as 
amended. 
 

Page 4, line 10-
19 

[ESCMID] The problem of outpatients and circulation of patients 
throughout the hospital setting and the community should be 
included. 
 

See previous comments 

Page 4, line 15-
18 

[European Diagnostic Manufacturers Association] …and behavioural 
factors contribute like high bed occupancy, lack of entry screening of 
patients and screening of patients at high risk wards, increased … 
Screening of patients which are some time in a high risk ward (like 
ICU) is also important to control the spread of HCAI. 
 
[HPA] Add ‘lack of isolation facilities and insufficient specialists in 
infection control’ as organisational factors contributing to the 
problem. Many hospitals in the UK lack sufficient single rooms or 
isolation facilities to implement adequate controls, and infection 

This is covered by the term 'risk based measures' in the 
Commission's proposal. 
 
 
 
 
This is covered by the term 'resource requirements' in the 
Commission's proposal 
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control staff are too hard pressed to monitor adherence to policies 
adequately. 
 

Page 4, line 16 [Maidstone & Tunbridge Wells Trust, NHS, UK] High bed 
occupancy is very important in preventing effective infection control. 
This is mentioned at the start of the document but not later. We used 
to aim for occupancy rates of 85% in ITUs this country, but are now 
much higher than this. I do not know the hard evidence for this, but I 
would like to see this overcrowding condemned in the same way as 
poor hand hygiene. Both are obviously bad, but while the latter can 
be criticized on an individual -and therefore easy- basis; the former 
has an organizational aetiology which seems immune from criticism. 
 

The problem of high bed occupancy is acknowledged. The 
Commission's proposal recommends that it is essential that the 
necessary resources are allocated as part of the core funding for 
healthcare delivery. 

Page 4, line 18 [Southwest Finland Medical District] Would be better “hand 
hygiene” (look page 11, Broad lines of strategy , the first point).  
There is increasing evidence for hand disinfection vs. hand washing. 
 

Agreed. The term hand hygiene is used in the Commission 
Communication. 

Page 4, line 18-
19 

[HPA] Add ‘and the emergence of highly virulent or transmissible 
strains of pathogens such as EMRSA15/16 or Clostridium difficile 
ribotype 027’ to the factors that go beyond institutions. Many 
institutions have only experienced serious outbreaks when such 
strains are introduced. 
 

This level of detail was omitted in the Commission's proposal. 

Page 4, line 22-
31 

[European Hospital and Healthcare Federation] Please put references 
to strengthen the document 
 

References have been inserted as appropriate. 

Page 4, line 22-
Page 5, line 2 

[Health First Europe] The consultation paper references the macro 
economics of HCAI. HFE recommends that this is further developed, 
as it would appear to provide very compelling financial arguments for 
investment and positive change. A very important facet of the HCAI 
problem, and healthcare safety and performance in general, is that 
due to short-term budget pressures, sensible investments that will 
clearly pay dividends over the longer term are not being pursued. 
 

This issue is expanded upon in the impact assessment, an 
accompanying document to the Commission's proposal. 

Page 4, line 28- [RIVM] Please include a reference for a foundation of these figures. These data have been replaced by a more recent calculation made 
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29  
[Ministère de la Santé, FR] This estimation should be based on 
epidemiological studies. Care should be taken with the use of figures 
based on empirical calculations. Likewise, from experience in 
France, the figure of 10000 deaths per year was not confirmed by 
epidemiological studies which showed a figure of around 4000. 
Nevertheless, the initial figure is remembered and continues to be 
cited by the media and others. 
 

by the ECDC and can be found in the Impact Assessment 
accompanying this proposal and in the ECDC 2008 Annual 
Epidemiological Report. 

Page 5, line 12-
13 

[Hospital Universitario Virgen Macarena, Seville, Spain] After 
stating that the "search and destroy" policy appears to be effective in 
controlling the emergence of MRSA, a comment on the actions to be 
taken in hospitals/areas where MRSA is established as an "endemic" 
pathogen should be added (active surveillance, search for colonized 
health care workers, etc), as search and destroy policy is impossible 
to put into practice in those situations. 
 
[HPA] Add ‘although a significant increase in MRSA infection rates 
has been observed in the last 3-5 years in Nordic countries’. (As 
described in Eurosurveillance Weekly 2005; 10 (8)). 
 

This level of detail was omitted in the Commission's proposal 
 
 
 
 
 
 
 
This level of detail was omitted in the Commission's proposal 

Page 6, line 1-2 [European Hospital and Healthcare Federation] The issue of public 
reporting versus confidentiality of hospitals healthcare 
institutions  participating in surveillance systems 
 
For consistency. 
 

See previous comments. 

Page 6, line 1-39 [Dutch Working Party on Infection Prevention] With regard to public 
reporting versus confidentiality of hospitals participating in 
surveillance Systems we know that the data are needed, most 
certainly on a national level. Comparing data over different countries 
does not serve the real need of surveillance (quality improvement of 
an individual institution) as “public reporting” may change true 
incidence data to virtual numbers gathered with the cheapest and least 
sensitive method “legally” possible. We only believe in “public” 

We strongly agree that public reporting should be only be 
performed according to agreed and validated indicators. 
Surveillance data and early warning reports should not be made 
public to avoid misinterpretation. 
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reporting if that is defined as to other professionals as well national 
inspectorates. 
 
[Bayerisches Staatsministerium] Patient-accessible publication, as 
described, should be considered with great care: hospitals that 
document carefully nosocomial infections and document 
multiresistant agents emerging, will unjustified appear worse than 
hospitals which perform only very superficial surveillance. Also 
hospitals with higher levels of health care in which more often risk 
patients are treated and in which more complex medical procedures 
are performed, will inevitably and falsely be classified as ‘more 
unhygienic’ and ‘more dangerous for patients’ than hospitals who 
only perform selected medical procedures in risk-free patients. Here, 
only specialists are able to make an objective evaluation. 
 
[ANISS, the Austrian Nosocomial Infection Surveillance System] In 
the debate on public reporting versus confidentiality of surveillance 
data we strongly support confidentiality and the views presented in 
favour of it. We have followed this way in our country with high 
benefit for all parties involved. 
 

Page 6, line 17-
19 

[Taxila Center for Medical Reforms and Research, India] Reliability 
of any data is a relative concept. There are numerous statistical tests 
which give good results, however ground realities might be different 
in monarchies and military ruled states where censorship doesn’t 
allow reporting of local data, or presents morphed data. It is however 
equally true for democratic societies also.  “…in the methods, 
resources used to identify HCAI and local geopolitical environment.” 
 

The Commission does not expect the 'geopolitical environment' in 
the EU Member States to exercise censorship. 

Page 6, line 36-
38 

[RIVM] We are glad with this point of view on confidentiality of the 
Commission: No conclusions on differences in nosocomial infection 
incidence can be drawn on the basis of current surveillance data from 
MS due to differences in health care systems, health care itself and 
differences in surveillance strategies and methods. 
 

See previous comments 
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Page 6, line 42 [Dutch Working Party on Infection Prevention] Certainly, the 
European Centre for disease prevention and control (ECDC) can and 
should have a role in supporting the implementation of surveillance 
in countries, where it is not present and in innovating surveillance. 
Classical prevalence and incidence studies for SSI using old 
methodologies are impossible in a situation where patients hardly 
stay longer than 3 days in the hospital. Only when all European 
countries use the exact same way of data mining, and collection a 
more than national evaluation would be possible – not questioning if 
a Pan-European registration is needed. 
 

Indeed, ECDC can assist Member States to establish or strengthen 
active surveillance systems. The Commission's proposal 
recommends that, wherever possible, surveillance methods and 
indicators as recommended by ECDC and case definitions as 
agreed upon at EU level should be used. 

Page 6, line 42 – 
Page 7, line 15 

[ESCMID] ECDC responsibilities should also include: virtual 
surveillance networks for rapid alert of emerging situations and/or the 
definition of current situation in different EU countries. 
 

ECDC manages EWRS, an early warning and response system for 
outbreaks of communicable diseases. 

Page 7, line 3-5 [Infection Control Nurses Association] The introductory section (p. 
7) refers to the 'centre operating dedicated surveillance networks'.  It 
is important to acknowledge existing work e.g HELICS in relation to 
surveillance of HCAI and the lessons learnt from establishing this 
system, building on what has already been achieved rather than 
attempting to create something from scratch. Key lessons from the 
work of HELICS are: 
 
• individual countries have their own surveillance systems that are 

established in a way that suits their needs (this is essential since a 
key tenet of surveillance is that its main purpose should be 
feedback of data that is useful for informing local practice).  This 
means that national surveillance systems often have different 
dataset, definitions and collection methods that are not easily 
changed.  Surveillance of HCAI is highly resource intensive 
because much of the data required to reliably define the presence 
of an infection cannot be captured from IT systems, and therefore 
superimposing new 'community-directed' surveillance systems is 
unlikely to be practical or successful. 

• the approach of HELICS has been to encourage the leaders of the 

The HELICS activities were carried on in Work Package 4 of the 
IPSE project. ECDC will build further upon this work. 
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surveillance networks in individual countries to sign up to a 
minimum dataset and standard set of definitions.  Although this 
has taken considerable time, effort and commitment from those 
involved HELICS now has a limited, but standard set of data 
collected using more or less the same methods, from around 10 
countries in Europe on surgical site infections and infections 
acquired in ICU.  Whilst there are still improvements to be made 
this is a tremendous achievement. 

• HELICS has been successful because those responsible for 
national networks and with expertise in HCAI surveillance were 
directly involved in making it happen. 

• Simplistic datasets on HCAI, whilst easier to collect, are prone to 
misinterpretation and unlikely to make a useful contribution to 
prevention 

• a clear commitment to continued funding for the HELICS project 
so that it can be enhanced and developed would ensure that what 
has already been achieved is built on. 

 
Page 7, line 9-12 [European Respiratory Society] The ERS welcomes the Commission 

support for the development of standard operating procedures and 
guidelines. The ERS welcomes the role of the ECDC in assisting 
Member States and the Commission to develop these guidelines. 
However, the ERS believes that guidelines to assess the 
implementation of infection control measures should also be agreed 
by the Commission, Member States and the ECDC. 
 
The ERS has created recently a Task Force on hospital acquired 
Pneumonia. This task force will publish a number of 
recommendations. 
 
[Bayerisches Staatsministerium] The development of uniform 
guidelines and standards is already on national level very difficult, 
because evidence-based studies on certain points are missing 
completely or frequently cannot be performed. A uniform regulation 
on European level might be hardly attainable considering the 

We envisage that ECDC may provide further guidance. The 
Commission and the Member States have the opportunity to 
provide input during the process of developing such guidance. 
 
 
 
 
 
 
 
 
 
The Commission's proposal consists of non-binding 
recommendations, which give the Member States the freedom to 
adapt these recommendations to their health systems. Any future 
guidance developed by ECDC is equally of a non-binding nature. 
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difference of the health systems. Necessarily such guidelines would 
have to be still vaguer in their requirements, than the ones already 
existing. 
 

II. Definition of the problem 
Page 8-9 [Hospital Universitario Virgen Macarena, Seville, Spain] All points 

refers to the patients or microorganisms, but nothing is said about the 
main syndromes of HAI (particularly those related to invasive 
procedures or antimicrobials), such as catheter-related infections, 
surgical site infections, ventilator-associated pneumonia, antibiotic 
associated-diarrhoea. Apart from the measures aimed at reducing the 
problem caused by some organisms, measures aimed at improving 
those invasive procedures should be underlined. 
 

Agreed, the Commission's proposal recommends standard and 
risk-based infection prevention and control measures in all 
healthcare settings 

Page 8-9 [Institute of Food Research, UK] Add another bullet point: 
• A proportion of healthcare-associated infections is caused by 

foodborne transmission. Many hospital patients, including 
the elderly and the immunosuppressed, are much more 
sensitive to foodborne disease than are healthy people. 
Increased attention is needed to the prevention of foodborne 
disease in healthcare settings and to detection and reporting 
of outbreaks and cases. 

 
Surprisingly, there appears to be no mention in the document of the 
need to prevent foodborne disease in healthcare settings. Outbreaks 
of foodborne disease contribute to HCAI. Such outbreaks include 
disease caused  by Norovirus, Salmonella, Clostridium  perfringens, 
E.coli O157 and other Shiga-toxin-forming E.coli, Listeria 
monocytogenes, Staphylococcus aureus and other pathogens. 
Infections started by foodborne transmission can lead to more 
extensive outbreaks as a result of subsequent  person-to-person 
transmission 
 

Foodborne diseases are primarily a food safety issue and out of 
scope for this proposal from the Commission. 

Page 8, line 3-4 [European Hospital and Healthcare Federation] “Health care-
associated infections (HCAI,including  also referred to as nosocomial 

Agreed. Healthcare associated infections is a wider term than 
nosocomial or hospital acquired infections. 
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or hospital-acquired infections)” 
 
The sentence was creating an ambiguity, limiting HCAI to hospital in 
contradiction with the other parts of the document. 
 

Page 8, line 12-
14 

[Centre for the Evaluation of Vaccination, University of Antwerp 
(BE)] “Infections are often caused by the introduction and 
multiplication of pathogens within patients brought about by medical 
procedures. In addition, certain infections due to pathogen agents 
such as viruses can be transmitted from patient to healthcare worker 
or from patient to patient within the hospital setting even with no 
specific medical procedure or medical disability.” 
The Commission’s recommendations should address patient-to-
patient transmission of HCAIs. This is a particular problem in 
paediatric wards, as infants and children are less able to fight off 
many of these diseases. 
 
[RIVM] For a substantial proportion of infections, the causative 
micro-organism has an endogenous origin. 
 
[European Hospital and Healthcare Federation] “Infections are often 
caused by the introduction and multiplication of pathogens within 
patients brought about by medical procedures or by emergence under 
selective pressure of antibiotics.” 
 

This is covered in a broad sense by the Commission's proposal 
recommending that standard and risk-based infection prevention 
and control measures should be implemented in all healthcare 
settings. 
 
 
 
 
 
 
 
 
Acknowledged. 
 
 
Indeed, this is also why the Commission's proposal recommends a 
strong link between the prevention and control of HCAIs and the 
actions recommended by Council Recommendation 2002/77/EC. 
 

Page 8, line 19-
23 

[ESCMID] The definition of healthcare-associated infections, 
particularly as they appear to include infections related to ambulatory 
care. How do we distinguish these from community-acquired 
infections (only on the basis of the species?) and how do we measure 
them? 
 

It may not always be easy to determine the origin of an infection. 
The Commission's proposal recommends that, wherever possible, 
surveillance methods and indicators as recommended by ECDC 
and case definitions as agreed upon at EU level should be used 

Page 8, line 20-
23 

[Centre for the Evaluation of Vaccination, University of Antwerp 
(BE)] “Patients who acquire HCAIs may be acutely ill and more 
likely to suffer co-morbidities and/or chronic disease and thus 
frequently involve the senior segments of the population that is an 

Acknowledged. This is covered in a broad sense by the 
Commission's proposal recommending that standard and risk-
based infection prevention and control measures should be 
implemented in all healthcare settings. 
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increasing proportion of the European population. Paediatric wards 
can also be at risk of HCAIs, in the form of highly contagious viruses 
such as rotavirus, where infants who may already have their health 
compromised can be exposed to severe gastroenteritis and vomiting.” 
Children also represent a significant at-risk population for 
nosocomial diseases, especially in the healthcare environment. 
 

Page 8, line 27-
29 

[Taxila Center for Medical Reforms and Research, India] Advanced 
medical care with disposable instruments has made medicine more 
invasive. Improper disinfection technique encourages growth of 
HCAI organisms. “Due to increasing utilization of disposable and re-
sterilisable advanced medical treatmentinstruments and for reasons 
mentioned above, it is to be expected that HCAIs will constitute an 
increasing portion of overall burden of diseases in European 
Societies.” 
 

If the necessary measures and precautions are taken, disposable 
and re-sterilisable advanced medical instruments should not cause 
infections. Therefore the Commission's proposal recommends that 
standard and risk-based infection prevention and control measures 
should be implemented in all healthcare settings. 

Page 9, line 1-3 [ESCMID] The document correctly recognizes that the problem of 
HCAIs cannot and should not be separated from that of antibiotic 
resistance. However, similarly to the common perception, this 
document focuses only on the resistance of pathogens or 
opportunistic pathogens, ignoring an important component of the 
epidemiology of resistance genes, i.e. resistant non-pathogenic 
bacteria. This approach reflects the usual sequence of diagnostic 
processes in clinical microbiology, i.e. ID the organism and if it can 
be related to any pathological condition, determine its sensitivity. 
However, this approach leaves commensals with no pathogenic 
potential on their own undetected and unaccounted for in the spread 
of antibiotic resistance in the hospitals and the community. 
Since the current document could and should eventually have an 
impact on the formulation of strategies, policies, and particularly on 
resource allocations for further research and surveillance (see Section 
III, points 2 and 3), this aspect should be considered in the 
DEFINITION OF THE PROBLEM (Section II). A possible way to 
phrase it could be (Section II, point 8 (p.9)): 
 

This text now reads as follows in the Commission 
Communication: 'Owing to the ability of HCAI and other 
infectious micro-organisms to colonise humans for prolonged 
periods, patients may disseminate them during and after their 
hospital stay.' 



 22

“Due to the ability of infectious agents that can cause HCAIs, as well 
as that of commensals carrying resistance genes on transferable 
genetic elements, to colonise humans for prolonged periods, 
colonised patients may disseminate these agents, or their resistance 
genes, both during and after hospital stay.” 
 

Page 9, line 3-7 [European Hospital and Healthcare Federation] “… health care and 
social collectives institutions consisting of hospitals, long-term care 
facilities, nursing homes, ambulant health care institutions as well as 
the resident catchment community are carrying the burden of 
increasing numbers of individuals colonised with healthcare-
associated pathogens.” 
 
To harmonize the text and to include institutions that are not 
delivering care or are not considered as healthcare (here nursing 
home).  
 
To be fully inclusive each time “healthcare institutions” are 
mentioned in the text, it would be optimal to say “healthcare and 
social institutions.” 
 
In the rest of our comments we decided to stick to healthcare 
institutions. 
 

The Commission's proposal uses the term healthcare institutions, 
the meaning of which is explained in a glossary. 

Page 9, line 11-
15 

[ESCMID] The spread and the endemic situation that we are entering 
with ESBL producing organisms and ESBL bla-genes is a matter of 
concern and this problem should be illustrated. 
 
The mention to MRSA (a problem indeed but not the only one in 
drug resistance) and to the SARS CoV (a frightening example, but 
not the most relevant) seems somewhat restrictive. Although they are 
supposed to be examples, the discussion on this point could be 
expanded in order not the give the misleading impression that these 
are the only important problems. 
 

This level of detail was omitted in the current Commission's 
proposal. 
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III. How to bring about change? 
 [ESCMID] Parts III, IV, and V (measures to contain the problem) are 

an inventory of everything that can be done but do not provide 
guidance on the priority of the things to be done. We cannot do 
everything at the same time and therefore it is important to identify 
the measures that are most urgent and from there develop a stepwise 
approach. 
 
This part mentions educational, research and implementation 
strategies. Effort by national authorities from EU countries at a 
founding level should be recommended; even, the recommendation to 
develop EU directives on this issue. 
 

The Commission's proposal recommends an integrated approach, 
in the form of a national strategy, consisting of six important 
components: implementing infection prevention and control 
measures at national level; enhancing infection prevention and 
control in healthcare institutions, establishing or strengthening 
active surveillance systems; strengthening education and training 
of healthcare professionals, giving information to patients; and 
supporting research. 
 
There is no legal basis to develop EU Directives in this area. 
 

 [HPA] Training should be extended to those health and social carers 
pursuing vocational courses not just professional under graduate and 
post graduate courses. Such limited approach does not reflect the 
reality of care delivery today. 
The paper should consider mentioning the wider public health 
promotion strategy required – for example hygiene in the home and 
teaching children basic hygiene. 
 
Very high number of vulnerable adults and children cared for within 
their own homes e.g. tetraplegic patients, ventilated patients. 
Majority of patients spend a very small proportion of time in hospital 
and receive increasing amounts of care at home post surgery. 
If non professional care in patients own homes and wider community 
is not included then very high risk that patients introduce or 
reintroduce serious infection back into acute health care setting. 
 
Ensure evidence base for proposed interventions. 
Specify and fund appropriate intervention studies on which to base 
appropriate targeted strategies and behavioural change.  
The proposal to consider strategies before establishing the evidence 
and target for each strategy is transposed. ie critical review of 
relevant evidence from surveillance and intervention is essential 

For the purpose of the Commission's proposal, the definition of 
healthcare worker includes a wide spectrum of staff involved in 
healthcare. 
 
Hygiene at home and in the community is important, but is outside 
the scope of this proposal. 
 
Whereas the Commission's proposal focuses on healthcare 
institutions, a lot of the recommendations can indeed equally be 
applied in home care and primary care. 
 
Based on identification of best practices and the experience 
gathered through projects such as HELICS and IPSE, we believe 
that the proposed interventions are evidence based. 
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before considering strategic options. 
 
Before discussing strategies for change of behaviour it is necessary to 
identify the evidence base for proposed intervention and factors that 
need to be changed. The profile of antibiotic usage in northern and 
southern Europe is very different, therefore common strategies need 
to be evidence based. 
 

 [Health Protection Scotland] I agreed with the points on page 10, 
regarding bringing about change. Many of the points raised are 
certainly areas where a lot of good work has being going on to date, 
but change is a long process. Scotland have certainly focussed efforts 
on these areas in recent years, including initiatives on creating a 
research network, creating ‘champions’ within all of the healthcare 
workforce by the use of an e.learning programme, targeted 
surveillance activities combined with a programme approach to 
reducing infection rates, many strategic and operational guidance 
documents produced at national level to help all those working at 
local level. 
 

No change in the document required. 

Page 10, line 3-8 [Centre for the Evaluation of Vaccination, University of Antwerp 
(BE)] “To bring about the necessary changes, a first step is that all 
participants of the health care collectives, patients, patient support 
groups, health care workers, physicians, health care managers, and 
policy makers as well as the general public need to be informed about 
the problem of HCAIs and antimicrobial resistance through public 
awareness and professional undergraduate- and postgraduate training. 
Where applicable, the public should be made aware of the seasonal 
nature of diseases with potential for nosocomial transmission such as 
influenza, rotavirus, and bronchiolitis pathogens.” 
Special attention should be focused on seasonal HCAIs because 
significant reductions in transmission can be achieved in a 
concentrated time period with education and prevention.  In addition, 
seasonal pressures on healthcare facilities are already a problem, and 
could be compounded by influenza epidemic or pandemic.  Reducing 

We believe that for vaccine preventable diseases such as influenza 
and rotavirus, vaccination (if not contra-indicated) may be a more 
effective means to prevent infection. 
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exposure to sources of nosocomial infections amongst at-risk 
individuals in known peak disease seasons is both desirable and 
advantageous. 
 
[European Hospital and Healthcare Federation] “To bring about the 
necessary changes, a first step is that all participants of the health 
care collectivesinstitutions, patients, patient support groups, health 
care workers, physicians, health care managers, healthcare 
institutions’ owners …” 
 
The first change is to harmonize the text.  
 
The second one, including healthcare institutions’ owners, is a way to 
include in a generic term what in many countries cannot be 
considered as policy makers and/or what can be considered as 
managers (who may be employees of the institutions). 
 

 
 
 
 
The current Commission's proposal uses the term healthcare 
institutions throughout. 
 
The current Commission's proposal mentions that all hierarchical 
levels and functions should cooperate to achieve result-oriented 
behaviour and organisational change. 

Page 10, line 18-
22 

[Centre for the Evaluation of Vaccination, University of Antwerp 
(BE)] “To develop strategies for the prevention and containment of 
infectious agents that can cause HCAIs, surveillance systems that 
provide valid, reliable, and comparable data on the prevalence and 
incidence of HCAIs and the dissemination of particularly successful 
strains need to be established throughout the Community. The 
development and deployment of vaccines to protect against HCAIs 
should be encouraged.  In addition, at-risk populations and their 
physicians should be informed that preventative vaccinations are 
available for HCAIs such as hepatitis B and, soon, rotavirus.” 
Vaccines represent an effective strategy for preventing HCAIs and 
nosocomial viruses. 
 

Acknowledged. This is covered in a broad sense in the 
Commission's proposal recommending to implement standard and 
risk-based infection prevention and control measures. 

IV. What does this mean for Member States? 
Page 11, line 7-8 [Ministère de la Santé, FR] It is in fact very important. See 

http://www.sante.gouv.fr/htm/pointsur/nosoco/nosoco4.html 
 

No change in the document required. 

Page 11, line 7- [Dutch Working Party on Infection Prevention] What does it mean No change in the document required. 

http://www.sante.gouv.fr/htm/pointsur/nosoco/nosoco4.html�
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24 for member states such as the Netherlands?  Obviously, a national 
strategy aimed at improving patient safety by prevention and control 
of healthcare-associated infections exists and undergoes constant 
improvement. Although not having one dedicated Committee for the 
coordinated implementation of the national strategy, the Netherlands 
have a structure of different working parties and institutions in place 
that cooperate in an effective manner. Centralization of well working 
structures does not add to future quality. 
 

Page 11, line 11-
12 

[European Hospital and Healthcare Federation] “… within healthcare 
institutions and healthcare collectives.” 
 
To harmonise the text. 
 

Agreed 

Page 11, line 14 
and 34 

[Southwest Finland Medical District] It would be useful (for 
implementation of suggestions) to have mentioned equally precise 
numbers necessary in order to succeed in the proposed aims and 
procedures. The minimum requirements for the number of infection 
control doctors, infection control nurses (professionals) and the 
budgets for infection control as compared to what ever (number of 
beds, gross national income, health expenditure or what). The 
decision makers need a clear message to accept any increases in 
budget. In the present formulation the paper is in danger to look more 
an announcement of good intentions that a true strategy. The real 
danger for the daily life of Infection Control Teams in your approach 
of being precise on duties and vague on resources is the increase of 
workload and reporting while left without the necessary resources. 
That is the usual story of how decision makers use their right to 
interpret any suggestions. 
 

The Impact Assessment accompanying the Commission's proposal 
gives more precise data. 
 
The Commission's proposal stresses that: ' It is essential that the 
necessary resources for implementing the components of the 
national strategy are allocated as part of the core funding for 
healthcare delivery.' Furthermore, ' All hierarchical levels and 
functions should cooperate to achieve result-oriented behaviour 
and organisational change, by defining responsibilities at all 
levels, organising support facilities and local technical resources 
and setting up evaluation procedures.' 

Page 11, line 19-
24 

[Standing Committee of European Doctors] Change: “Secondly, it 
will be important to have in place a dedicated CommitteeNational 
Reference Centre for the coordinated implementation of the national 
strategy, complimentary to work of the intersectoral mechanism on 
the prudent use of antimicrobial agents in human medicine, as well as 

In order maintain a strong link with the issue of antimicrobial 
resistance, and in order to minimise the burden on the Member 
States, the Commission's proposal recommends an intersectoral 
mechanism for the coordinated implementation of the strategy, 
which should complement the work of, or be integrated into, the 
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for the purpose of information exchange and coordination with the 
Commission, the European centre for disease prevention and control, 
and the other Member States.” 
National Reference Centres (which can be part of already existing 
National Centres for Disease Control) will be organized centres with 
the function of permanent centres for surveillance, research, and 
implementation of national and European strategies on Patient Safety 
in general and HCAI in particular. 
 
[Department of Health, UK] Require MS to report how their 
strategies will be implemented rather than specify that a committee 
must be established. A single committee may not be the most 
effective mechanism for all MS and there needs to be some 
flexibility. 
 

inter-sectoral mechanism referred to in Council Recommendation 
no 2002/77/EC on the prudent use of antimicrobial agents in 
human medicine. 
 
 
 
 
 
 
See response to previous comment. 

Page 11, line 32- 
Page12, line 27 

[Hospital Universitario Virgen Macarena, Seville, Spain] In this 
section, one of these strategies might be the development of 
guidelines for prevention of device-associated infections and for 
control of specific microorganisms (MRSA, Acinetobacter 
baumannii, ESBL-producing enterobacteria, etc 
 
[Maidstone & Tunbridge Wells Trust, NHS, UK] C.difficile is now 
making the news in UK. This spreads at least in part by airborne 
spores, which requires slightly different thinking. 
 
[Standing Committee of European Doctors] Add another point: 
• General measures for preventing antimicrobial resistance (total 

exclusion of Antibiotics from the OTC medicines category, 
control of the use of antibiotics also in animal medicine and corps, 
control of internet  sales of medicines, control of Pharmaceutical 
industry policy on promotion and advertising of antibiotics). 

 
To strengthen preventive measures against antimicrobial resistance 
which is a major offset in the battle against nosocomial infections. 
 

The development of guidelines is recommended in the 
Commission's proposal. 
 
 
 
 
Acknowledged. Measures should indeed be adapted to the specific 
risk concerned. 
 
 
The current Commission's proposal recommends a strong link with 
Council Recommendation 2002/77/EC on the prudent use of 
antimicrobials in human medicine. A number of the suggestions 
made in this consultation comment fall within the area of the 
pharmaceutical legislation and are therefore out of scope of both 
Council Recommendation 2002/77/EC and the current 
Commission's proposal. 
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[St Mary’s NHS Trust] The majority of healthcare organisations 
within the UK have guidelines covering the criteria outlined; 
however the critical factor is the priority, support and implementation 
of those criteria. The infection control teams are constantly 
competing with ever changing priorities within their organisations 
and clearly defined standards and a requirement for organisational 
support in achieving those standards will be critical. 
Unless there is a requirement for the Senior Management of a 
healthcare organisation to be fully accountable for the funding and 
implementation of key prevention and control measures then they 
will remain a low priority 
An additional priority is to ensure that patient safety becomes 
embedded as the responsibility of everyone in healthcare. 
 

See previous comments. 

Page 11, line 34 [Standing Committee of European Doctors] Add bullet point: 
• Produce protocols for staff use on managing new cases, outbreaks, 

vaccination, antibiotic use etc. based on existing best practices. 
 
Providing Health care professionals a set of “instruments” for easier 
and safer management of HCAI. 
 

Acknowledged. Indeed, the recommended Healthcare Associated 
Infection Prevention and Control Programme could address such 
organisational and structural arrangements. 

Page 11, line 37 [Eurotrata – Sistemas de Higiene, Lda.] To refer that WHO has 
launched a campaign in this area. Please refer to Clean Care is Safer 
Care campaign at 
http://www.who.int/patientsafety/events/05/global_challenge/en and 
to ViGigerme campaign from the HUG at 
http://www.hug-
ge.ch/actualite/Pulsations_journal/Pulsations_9_oct05.html 
To focus on solutions concerning hand hygiene that have clearly 
showed positive results in terms of HCAI. 
Hand hygiene can reduce up to 1/3 of HCAI and is the less expensive 
and quick result step that can be made in terms of HCAI. However 
there is a hard and long work to be done in this field! 
 

It is acknowledged that hand hygiene is of paramount importance 
in the prevention and control of healthcare associated infections. 
This is covered in a broad sense in the Commission's proposal 
recommending standard and risk based infection prevention and 
control measures. 
 
The efforts of WHO are acknowledged and referred to in the 
Commission's proposal. 

Page 11, line 37- [Infection Control Nurses Association, UK] The message here is See previous comment. Screening and PPE are covered in a broad 

http://www.who.int/patientsafety/events/05/global_challenge/en�
http://www.hug-ge.ch/actualite/Pulsations_journal/Pulsations_9_oct05.html�
http://www.hug-ge.ch/actualite/Pulsations_journal/Pulsations_9_oct05.html�
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39 confusing.  Do they mean the use of 'admission' (rather than entry) 
screening and the use of personal protective equipment (rather than 
barrier protection)? 
 
Hand hygiene should be separated to reflect its importance. 
 

sense in the Commission's proposal recommending standard and 
risk based infection prevention and control measures. 

Page 11, line 40-
42 

[Standing Committee of European Doctors] Add: 
• policies for protecting healthcare staff from healthcare-associated 

pathogens (e.g. through vaccination, pre- and post-exposition 
prophylaxis and procedures, safety equipment, protective clothing, 
regular screening of healthcare workers  for MRSA) 

 

See previous comments on occupational health aspects. 

Page 11, line 43-
44 

[relax-well.co.uk] Please add “air quality and availability of direct 
sunlight” and also consider the new possibility of bioactive 
facemasks for patients and visitors. HCAI is also airborne e.g. the 
bio-aerosol effect but not widely known about. However there are 
plenty of air decontamination methods including UV – and Florence 
Nightingale emphasised the vital importance of fresh (clean) air and 
direct sunlight in preventing the spread of infections (1860) as a 
general principle. 
New textile technology is currently an option for the whole of the US 
population and other countries. The EU could prioritise this for 
Europe – bird flu applications too. 
 

This is covered in a broad sense, as appropriate, in the 
Commission's proposal recommending standard and risk based 
infection prevention and control measures. 

Page 11, line 45-
46 

[Eucomed] Increasingly, “single use” medical devices are 
reprocessed and reused, putting the patient at serious risk of infection 
(general risk of infection, including risk of transmission of at least 20 
bloodborne pathogens, including HIV and Hepatitis C, as well as 
prions (CJD)). The patient is not informed that he or she will be 
treated with a reprocessed device, against the instructions of the 
manufacturer. Several countries such as France and the United 
Kingdom prohibit the “reuse” of single use medical devices, but 
reprocessing of these products is tolerated in other countries such as 
Germany, for alleged economic and environmental reasons (hospital 
waste reduction). 

See previous comments. 
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Eucomed would encourage the European Commission to request the 
Scientific Committee on Health and Environmental Risks to conduct 
an overall risk analysis of reprocessing of single use devices. Such 
analysis should in particular examine the bioburden of reprocessed 
devices such as balloon catheters. 
 

Page 11, line 49 [St Mary’s NHS Trust] The requirement to have clear criteria for the 
use of isolation rooms etc is essential; however unless there is a rapid 
and required increase in the number of these facilities then it will 
remain an unachievable requirement in many healthcare facilities in 
the UK. 
Research based evidence shows clearly the improvements in reducing 
cross-transmission of infection by the appropriate utilisation of 
isolation rooms. This cannot happen without sufficient numbers of 
rooms preferably with suitable air-handling systems and anterooms. 
There must be research on the appropriate numbers to ensure 
adequate provision across the continuum of healthcare provision. 
 

Acknowledged. This could be part of the recommended guidelines 
to be developed at Member State level. 
 
The Commission's proposal stresses that 'It is essential that the 
necessary resources for implementing the components of the 
national strategy are allocated as part of the core funding for 
healthcare delivery.' This would include the necessary resources 
for infrastructure requirements such as isolation rooms. 

Page 12, line 4 [relax-well.co.uk] The UK Health Minister Lord Warner’s letter 
28.1.05 pointed out that the new spelling ‘meticillin’ is in accordance 
with the current international spelling. This was confirmed by the 
Dept of Health by email and also in the House of Commons 5.4.05. 
What is the current EU official spelling? 
 

Accepted. Meticillin is the INN. 

Page 12, line 7-9 [European Hospital and Healthcare Federation] “adapting the above-
mentioned recommendations in the context of: long-term and 
rehabilitation facilities, and to ambulatory care practices (particularly 
in the growing sector of home care) and social institutions.” 
 
Using the plural for ambulatory care practices is ambiguous since 
practices might be referred to as an institution and a setting. In that 
case it would not include homecare. 
 
Including social institutions is a way to be exhaustive in including all 
components concerned. 

We agree that many of the recommendations can equally be 
applied to the care settings mentioned in the consultation 
comment. 
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Page 12, line 11-
16 

[Standing Committee of European Doctors] Add: including control 
and prevention of HCAI in all relevant health-related legal or 
managerial activities such as: quality standards for building 
(including the definition and provision of isolation facilities), 
equipment and products, ventilation, drug and food safety 
regulations, hospital visits restrictions and regulations, staff 
curriculum, education and training requirements, clinical governance 
framework, performance management, certification and accreditation 
processes, communication of data and public information. 
 

This level of detail has been omitted in the current Commission's 
proposal. 

Page 12, line 23-
24 

[Infection Control Nurses Association, UK] these guidelines should 
be evidence based, not sure what 'accountable for' means. 
 

We consider it implicit that guidelines should be evidence based. 
'Accountable for' was omitted in the current Commission's 
proposal. 
 

Page 12, line 26-
27 

[Infection Control Nurses Association, UK] what does 'confronting 
experiences' mean? 
 

Apologies for the confusing language. Exchange of best practices 
was meant. 

Page 12, line 31-
Page 13, line 33 

[Dutch Working Party on Infection Prevention] In the Netherlands 
the control of infection is done by professionals (physicians and 
infection control nurses) who – as we believe are better placed in the 
clinical /supporting departments such as Clinical Microbiology or 
Infectious Diseases instead of being a body under the institution’s 
health care quality management. Being a clinical consultant and at 
the same time being able to give advice with regard to infection 
control is an important reason for compliance with our advice.  
 
The size of the team, which is left open to national standards is 
finally something where European guidelines could help, especially 
since SENIC data are totally over-aged and do not fit health-care 
systems of today anymore. 
 
[Infection Control Nurses Association] this should really make a 
point about implementing policy and systems for training of 
healthcare workers.  I am increasingly coming to the view that one of 

The Commission's proposal indeed envisages that the Infection 
Prevention and Control Team is composed of physicians and 
nurses specialised in the field. They are no substitute for the so-
called link staff working at the different wards/departments of a 
healthcare institution. 
 
The recommended size of such Team could be the subject of 
guidelines at Member State or guidance at EU level. 
 
 
 
 
 
 
The Commission's proposal recommends training for all healthcare 
workers and specialised training for infection control staff. 
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the biggest issues for infection control teams is the critical need for 
them to be trained in leadership and change management skills. 
 

Page 12, line 34 [European Diagnostic Manufacturers Association] Add as first point 
“a”: “incoming patients are adequately screened for colonization of 
the most important HCAI (like MRSA) and that also patients at high 
risk wards are regularly screened at defined intervals.” 
Screening of patients is a crucial way to control and prevent HCAI. 
 

This is covered in the Commission's proposal recommending 
standard and risk based infection prevention and control measures. 
However, it would be within the remit of the Member States to 
develop specific guidelines. 

Page 12, line 34-
39 

[European Hospital and Healthcare Federation] “continuous 
improvement of the quality of care, as part of a total quality 
management approach,  is a long-term strategic priority for health 
care institutions and involves all hierarchic levels and functions to 
achieve results-oriented behaviour changes. Health care institutions 
shall apply quality assurance methods to ensure that patient care 
procedures are efficient and meet the standards of best practice.” 
 
Total quality management approach is one concept among others in 
the field of quality improvement. It is not useful to mention it. 
 
The word “long-term” might be considered as restrictive in 
contradiction with the fact that short term improvements can be 
made. 
 

The term 'total quality management approach' is omitted in the 
current Commission's proposal. 
 
We concur that short term improvements can be made. However, 
the rewards are often reaped on the mid- to long-term. 

Page 12, line 41-
Page 13, line 33 

[HPA] Add a subsection with regard to monitoring and reduction of 
inappropriate use of antimicrobial agents in all healthcare settings 
including primary care, secondary care, rehabilitation and longstay 
facilities. 
This is an increasingly important aspect of the strategy to reduce 
Healthcare Associated Infection that is omitted from current 
document. 
 

This is already covered by Council Recommendation 2002/77/EC 
on the prudent use of antimicrobials in human medicine. The 
Commission's proposal is strongly linked to Council 
Recommendation 2002/77/EC and e.g. recommends that 
antimicrobial stewardship is part of the Healthcare Associated 
Infection Prevention and Control Programme. 

Page 12, line 47 [European Hospital and Healthcare Federation] “Each health care 
institution, such as hospital or long term care facility,” 
 

The scope of healthcare institution is defined in an Annex to the 
current Commission's proposal. 
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It does not seem necessary to precise with “such as” since it is 
obvious that hospitals and long term care facilities are healthcare 
institutions. 
 

Page 12, line 47-
Page 13, line 5 

[Hospital Infection Society] We are in full agreement, and support 
the proposed programme.  However, it would be important to voice a 
word of caution to ensure that the activities expected are 
appropriately resourced and funded.  Infection control measures that 
do not receive financial support, and where they find themselves in 
direct conflict with (other) Government’s imposed targets, run the 
risk of creating impossible conflict, usually leading to breakdown in 
practices and possibly resulting in higher infection rates. 
 

Acknowledged. The Commission's proposal stresses that it is 
essential that the necessary resources for implementing the 
components of the national strategy are allocated as part of the 
core funding for healthcare delivery. 

Page 13, line 6 [Institute of Food Research, UK] insert the following paragraph: 
− The Infection and Control Programme should include 

collaboration with the staff responsible for catering 
management, to ensure that a Hazard Analysis Critical Control 
Point (HACCP)-based system is implemented for the provision 
of food, and that food provided for patients is microbiologically 
safe for them. 

 
Prevention of HCAI should include prevention of foodborne 
infection. The Infection and Control Programme should include 
collaboration with those responsible for catering management in the 
healthcare system. This should cover meals provided by outside 
contractors and those produced within hospitals or other institutions. 
 

See previous comments. 

Page 13, line 7-
13 

[European Hospital and Healthcare Federation] “An Infection 
Prevention and Control Committee The health care institution 
senior management should be appointed in health care institutions. 
and participate in anThis interdisciplinary advisory body, the 
Infection Prevention and Control Committee (with representation 
of senior management, nursing, clinical care, medical microbiology, 
pharmacy and occupational health staff, etc) to would develop and 
monitor the healthcare-associated Infection Prevention and Control 

This level of detail has been omitted in the current Commission's 
proposal. 
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Programme.” 
 
The original sentence makes the assumption that the senior 
management has the ability to do appoint this committee but this 
might not be the case everywhere. 
 
The list should not be limitative (introducing “etc”) to take into 
account differences in organisation between countries. 
 

Page 13, line 11 [Italian Association for Safety Manager in Health Care center] To 
change “occupational health staff” with “the Prevention and 
Protection Services implemented in EU Members States  according to 
the  Council Directive 89/391/EEC of 12 June 1989 on the 
introduction of measures to encourage improvements in the safety 
and health of workers at work”. 
We think this more linked with the European directive and the 
following normative of the States 
 

This level of detail has been omitted in the current Commission's 
proposal which recommends that this Committee should be 
interdisciplinary. 

Page 13, line 15-
25 

[Infection Control Nurses Association] Something on the roles and 
responsibilities of the infection control team would be useful. 
 

In the current Commission's proposal, the level of detail has been 
limited to state that the Infection Prevention and Control Team is 
tasked with the implementation of the Healthcare Associated 
Infection Prevention and Control Programme 
 

Page 13, line 22-
25 

[European Hospital and Healthcare Federation] National standards 
and legislation are mentioned. Is the assumption that there are 
national standards and legislation confirmed? 
 

This level of detail has been omitted in the current Commission's 
proposal. 

Page 13, line 27-
28 

[European Hospital and Healthcare Federation] “Senior management 
The management of health care institutions bears responsibilityis 
in charge of for improving quality of care” 
 
The term “management” is ambiguous. Management is an action. 
Management is also considered as all professionals managing. 
 
“Responsibility” is also ambiguous here: is it legal responsibility? 

The current Commission's proposal states that all hierarchical 
levels and functions should cooperate to achieve result-oriented 
behaviour and organisational change, by defining responsibilities 
at all levels, organising support facilities and local technical 
resources and setting up evaluation procedures. 
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Organisational responsibility? 
 

Page 13, line 36 
– Page 14, line 
31 

[European Respiratory Society] The ERS agrees that active 
surveillance systems at local and national level should be 
strengthened in order to evaluate the implementation of infection 
control measures and to establish national reference data. However, 
recent events, such as SARS and avian flu, have proven that it is vital 
to strengthen surveillance systems at the international level and to 
develop reference data, comparable methods and definitions that are 
internationally recognised. 
 
[Bayerisches Staatsministerium] Apart from the case definitions also 
the detection systems have an important role. The more precise the 
circumstances of a nosocomial infection are captured, the more 
conclusions can be drawn. This is necessarily connected with large 
expenditure. Already now even the large hospitals have difficulties to 
put personnel on this activity. The smaller hospitals which, for sofar 
they have detection systems in place, use partly simpler systems, will 
have even more problems. The question is then how valid the 
reported data are compared to other systems. Also with invalid data 
collection, information can be derived within the hospital; the 
information and the quality improvement derived from is in fact the 
reason for surveillance. 
 
[HPA] Surveillance of sensitivity and resistance of pathogens should 
be specifically mentioned as part of surveillance (at national, regional 
and local levels).  This surveillance should be linked to monitoring of 
antimicrobial prescribing data. Resistance to antimicrobial agents is a 
growing problem and needs to be monitored. 
 
[St Mary’s NHS Trust] The criteria outline the best practice 
achievable; however the work required to get meaningful 
scientifically based data without placing an unachievable burden on 
the Infection Control teams will be impossible without robust 
legislation placing a requirement on both individual organisations and 

It is indeed desirable that any systems at EU or Member State level 
take account of work done by the WHO Patient Safety Alliance. 
 
 
 
 
 
 
 
Acknowledged. The use of structure and process indicators is 
recommended to achieve more meaningful comparisons. 
 
 
 
 
 
 
 
 
 
 
 
This is rather within the scope of Council Recommendation 
2002/77/EC. However, the Commission's proposal is strongly 
linked to the latter. 
 
 
 
The Commission's proposal recommends that it is essential that the 
necessary resources for implementing the components of the 
national strategy are allocated as part of the core funding for 
healthcare delivery. 
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national programmes to provide these functions. 
With Mandatory published rates already available in the UK to then 
try to maintain confidentiality of a reporting organisation will be 
impossible. 
There is currently a great deal of concern over the allocation of 
reported infections from individual institutions; i.e. the inclusion of 
reportable cases of infection not arising from a particular institution 
being included in their published data because the laboratory 
identifying the infection happens to be on-site. 
 
The development of agreed scientifically robust infection definitions, 
standard laboratory procedures, suitable electronic software and 
databases will pose a considerable challenge across the healthcare 
provision of Europe. 
The challenge will be to ensure standardised definitions and 
procedures are agreed and applied across Europe. 
 
[Infection Control Nurses Association] this is where HELICS fits in.  
Whilst 'assessing risk factors for HCAI as well as the relationship 
between HCAI rates and process indicators' is a laudable aim it is a 
tall order! 
 
[Hospital Infection Society] We strongly advocate the use of 
continuous targeted surveillance data to inform activities aimed at the 
reduction of healthcare associated infection.  To this effect, the 
proposed use of standardised definitions, co-ordinated programmes of 
surveillance, and use of electronic data collection to enable rapid 
availability of data to enable bench marking comparability, and 
appropriate and timely feedback, are welcome. 
 

The Commission's proposal also recommends that wherever 
possible, surveillance methods and indicators as recommended by 
ECDC and case definitions as agreed upon at EU level should be 
used. 
 
 
 
 
 
 
 
 
 
 
 
 
 
The HELICS work has been carried on in the IPSE project. A 
number of IPSE project activities will be continued by ECDC. 
 
 
 
Agreed. 

Page 13, line 39-
44 

[Standing Committee of European Doctors] Add: at local level 
(hospitals, other institutions), in order to follow-up HCAI rates in 
time to guide and evaluate the implementation of infection control 
measures, to compare risk-adjusted local rates with those in other 
institutions as a measure of own performance (through the 

Acknowledged. Only agreed composite structure and process 
indicator indicators should reported on publicly.  
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participation to a national/regional surveillance network) and to 
detect and follow-up local epidemics of HCAI. In some Member 
States institutions have the obligation to publicly report HCAI rates. 
Given the lack of sufficient evidence on the qualities of an HCAI 
public reporting system, it is recommended that such systems are 
established after a common surveillance methodology is agreed and a 
set of common definitions is adopted by all member states. It must be 
clear that Public reports are produced for the purpose of prevention of 
HCAI and health care improvement and not for commercial purposes. 
 

Page 14, line 4-5 [Southwest Finland Medical District] Does this refer to the only at 
the moment internationally recognised system of classification - 
“CDC classification” or the future system of HELICS or what. 
CDC-classification and definitions have the recognised problems. 
Would be good to be rather precise and quick on this, because at least 
we (maybe many other) are in the process of adopting our own 
system and definitions in a very near future. It is going to be 
unpleasant to say the least to start changing it again. 
 

The Commission's proposal recommends that, wherever possible, 
surveillance methods and indicators as recommended by ECDC 
and case definitions as agreed upon at EU level should be used. 

Page 14, line 4-5 [Hospital Universitario Virgen Macarena, Seville, Spain] It is said 
that HCAI surveillance systems should use, whenever possible, 
internationally recognised classification systems, etc. I think that a 
pan-European surveillance system should be proposed. 
 

See previous comments. 

Page 14, line 34-
Page 15, line 29 

[Dutch Working Party on Infection Prevention] We do agree that the 
prevention of HCAI certainly should get more attention in the 
institutions taking care of elderly patients, such as in general 
prevention and control principles developed to prevent nosocomial 
infections should be adapted for the use in the health continuum.  We 
strongly agree with the last point (4) on foster education, training, 
research and information exchange on prevention and control of 
healthcare associated infections. 
 
[European Respiratory Society] As a scientific society, the ERS 
values the importance of training and life long learning. Therefore, 

No change in the document required 
 
 
 
 
 
 
 
 
No change in the document required 
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the ERS strongly supports the proposal to foster education, training, 
research and information exchange by developing strategies for 
training using traditional and modern technologies, funding education 
and supporting research to improve the understanding of the 
epidemiology. 
 
The ERS also agrees that specialty curricula agreed upon at the 
European level should be developed and implemented by national 
education systems. Nevertheless, the ERS believes that a European 
Curricula should be developed in collaboration with specialty 
European Societies.  
 
The ERS has already initiated the development of a European 
curriculum for respiratory specialists, which will include training on 
prevention and control of healthcare associated infections. 
 
[HPA] Add “Strengthen research e.g. identify (and regularly review) 
priorities for research and ensure dedicated funding to support 
research.” 
Research is important and can be difficult to carry out without 
dedicated funding. 
 
[St Mary’s NHS Trust] The developing provision of e-learning 
packages and other innovatory methods of training is showing 
promise. However the challenge is to ensure all health care staff 
access and utilise the programmes. Currently Senior Clinicians are a 
very difficult group to ensure comply with educational induction and 
updating session requirements. 
The challenge will be to develop programmes which are transferable 
across Europe; and that ALL health care staff access and utilise the 
training/research in their everyday practice. 
 
[Health First Europe] HFE calls on the EU to effectively promote and 
encourage Member States on a continual basis to educate both 
healthcare workers and patients. To combat HCAI will need both 

 
 
 
 
 
 
Agreed. The IPSE project already developed a core curriculum; 
this work will be taken further by ECDC. Professional societies 
can provide valuable input in such work. 
 
 
 
 
 
 
 
The Commission's proposal recommends to support research as 
part of the national strategy. It is essential that the necessary 
resources for implementing the components of the national 
strategy are allocated as part of the core funding for healthcare 
delivery. 
 
The Commission's proposal recommends the healthcare instutions 
provide regular training for all healthcare staff, including 
managers, on basic principles of hygiene and infection prevention 
and control. 
 
 
 
 
 
 
Agreed. Infection prevention and control is a responsibility of both 
healthcare workers and patients. The Commission's proposal 
recommends that all healthcare workers are trained and that 
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working in partnership. The Commission should consider 
investigations into best practice in this area while considering a more 
robust role for education and training as part of its broader social 
policy objectives. 
It is also essential that the Commission ensures compliance with 
existing EU Worker Safety and Health Directives among EU 
healthcare providers. HFE firmly believes that any future 
recommendation on the control of healthcare-associated infections 
should include a strategy for protection of healthcare workers from 
preventable occupational injuries, for example injuries from 
contaminated needles and other medical sharps. This should be 
considered in the next Commission programme on Community 
strategy on health and safety at work. 
Additionally, education and investment is required to provide the 
capability to effectively screen patients and healthcare staff, track and 
communicate the spread of infections through healthcare institutions, 
and target optimal antibiotic usage. Medical innovations are available 
today to meet all of these challenges, and the Commission can play a 
leadership role in identifying best practice, and in funding pilot 
studies to help further optimise the overall systems approach that is 
needed. The need for innovation to effectively tackle HCAIs is not 
limited to the use of technology alone. The overall design of the 
management systems should also be examined to search for 
innovative ways to meet the challenge. For example, co-operative 
ventures with external service and product providers could identify 
more effective integrated management solutions. Again the 
Commission could play a significant role by facilitating appropriate 
pilot studies and measuring the effectiveness of innovative 
management models. 
 
[Eucomed] There is a need for better information on the nature, 
incidence and causes of healthcare-associated infections (“HCAI”) 
and for more effective intra and trans-national communication in 
order better to reduce this risk. 
Public information campaigns should be organized at national and 

patients are informed on how patients can help to prevent 
infections. 
 
 
See previous comments on occupational health aspects. 
 
 
 
 
 
 
 
 
Via its Public Health Programme, the Commission funds projects 
in the area of healthcare associated infections. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
The Commission's proposal recommends that patients are given 
accurate and understandable information about the risk of 
healthcare associated infections, about the measures implemented 
by the healthcare institution to prevent them and on how patients 
can help to prevent them. 
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European levels in order that the public better understands the 
causation of HCAI and the means to combat it. 
 
[Infection Control Nurses Association, UK] No mention of 
antimicrobial prescribing here.  This seems to me to be a hugely 
neglected area where there is a tremendous need to improve the 
prescribing habits of both Drs and increasingly nurses. 
 
[Hospital Infection Society] As a Society, we support the need for 
strategies for training healthcare workers at all levels, as well as 
patients and carers.  However, we would like to go further and say 
that this education has to start at undergraduate level.  We would 
support the expansion of current programmes to ensure that all 
nursing and medical undergraduate courses include modules 
specifically designed to target infection control training. 
 

 
 
 
See previous comments. 
 
 
 
 
Agreed. The Commission's proposal recommends that (pre-
graduate and post-graduate) education should be strengthened on 
the prevention and control of healthcare associated infections for 
other healthcare workers. 

Page 14, line 43 [Standing Committee of European Doctors] Add bullet point: 
• Public information on HCAI in order to understand and respect 

hospital procedures and public education on prudent use of 
antibiotics. 

 

See previous comments. 

Page 15, line 3-4 [Taxila Center for Medical Reforms and Research, India] Basic 
understanding of when and how to start antibiotics and more 
importantly, when to stop are better options over setting up empty 
infrastructure for advanced research and development and education. 
Special attention should be paid to burns, transplant and 
chemotherapy units. "regular education on basic and judicial use of 
antibiotics and advanced education for prospective risk of HCAI for 
infection control personnel and link-staff from clinical wards." 
 

The prudent use of antimicrobials falls within the scope of Council 
Recommendation 2002/77/EC with which the Commission's 
proposal is strongly linked. The Commission's proposal also 
recommends that regular advanced training is given for personnel 
having particular tasks related to the prevention and control of 
healthcare associated infections. 

Page 15, line 25-
29 

[Standing Committee of European Doctors] Add: 
g. support research to improve the understanding of the epidemiology 
of HCAIs and the evolution and dynamics of healthcare-associated 
pathogens with antimicrobial resistance on a population basis in order 
to address cost-effective ways for prevention and control. This shall 

The Commission's proposal recommends research on new 
preventive and therapeutic technologies and interventions. 
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include the development of diagnostic tools for rapid detection 
of colonisation, infection, and antimicrobial resistance and research 
on improvement of advanced medical treatments. 
 
[HPA] … “understanding the epidemiology of healthcare associate 
infection and the evolution and dynamics of healthcare-associated 
pathogens with antimicrobial resistance” needs to be improved in the 
domain of animal as well as human health, at least in respect of the  
interaction between the two.  The use of antimicrobial agents in 
animal husbandry is also relevant here. 
The impact of antimicrobial resistance in animals/food chain on 
human health needs to be better understood. 
 

 
 
 
 
Acknowledged. On the issue of antimicrobial resistance, a more 
horizontal approach integrating also antimicrobial use in animals 
will be needed. 

Page 15, line 28 [relax-well.co.uk] Please add “and shall include the immediate 
mainstream development and availability of successful holistic 
methodologies e.g. bacteriophage therapy that has proven successful 
over several decades in Poland, Georgia, Russia etc with no observed 
harmful effects.” Holistic methods including Complementary and 
Alternative Medicines could now be embraced with the traditional 
medical methods endorsed by the authorities. There are growing 
numbers of successful clinical trials with HCAIs. The only 
difficulties appear to be regulatory and the need for greater official 
awareness of the potential and public opinion. 
 

The Commission's proposal recommends supporting research on 
new preventive and therapeutic technologies and interventions. 

Page 15 [relax-well.co.uk] Add additional point:  
“funding education and information exchange in educational and 
public sector/political institutions for all ages and abilities.” 
 
Prevention of HCAIs would probably be cheaper and more effective 
e.g. by knowledge of probiotics to boost the immune system.  
Also the education system needs a change of syllabus/curriculum 
update to teach even young children about viable alternatives to 
antibiotics in order to control public health and pandemics in the 
future. 
 

The Commission's proposal recommends strengthening education 
for all healthcare workers and providing information to patients on 
healthcare associated infections. 
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V. What is needed at Community level? 
Page 16 [European Diagnostic Manufacturers Association] Add the following 

bullet : 
• to develop guidance on minimum requirements for the screening 

of incoming patients and patients at high risk wards for 
colonization of pathogens responsible for HCAI (like MRSA) 

 
Adequate screening guidelines should be developed to ensure 
efficiency and implementation of screening programs. 
 

The Commission's proposal recommends that Member States 
develop guidelines on the prevention and control of healthcare 
associated infections. This may be complemented by guidance 
developed by ECDC. 

Page 16 [Standing Committee of European Doctors] Add the following bullet 
point: 
• Developing a method to assess the Patient Safety – Control of 

HCAI Implication of proposed regulations, to ensure that Patient 
Safety - HCAI is tackled in a systematic way. The European 
Commission and more specifically DG Health and Consumer 
protection should take patient safety into consideration as part of 
the newly introduced impact assessment of proposals developed 
by DG Health and Consumer Protection. 

 
This is to ensure that all EU decisions related to health care are taken 
considering the impact on HCAI. 
 
Also, revision of the Directives that are closely related and affect 
HCAI and antimicrobial resistance, such as the self-medication , 
advertising of medicinal products etc.  in order to reduce 
inappropriate and excess use of antibiotics. 
 

See the Impact Assessment, an accompanying document to the 
Commission's proposal. 
 
 
 
 
 
 
 
 
 
 
 
This is rather within the scope of Council Recommendation 
2002/77/EC. 

Page 16 [Ministère de la Santé, FR] Add a bullet point : 
• to perform studies at European level on how nosocomial 

infections can be avoided. 
 
The evaluation on how nosocomial infections can be avoided, is still 
poorly developed and should be elaborated in order to concentrate 
efforts on what is avoidable and to identify what is not avoidable. 

Via its Public Health Programme, the Commission funds projects 
in the area of healthcare associated infections. 
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Another bullet point: 
• to perform studies on the impact of the number of personnel and 

their competence in relation to the number of nosocomial 
infections 

 

 
 
The Commission's proposal recommends supporting research on 
the cost-effectiveness of the prevention and control of healthcare 
associated infections. 
 

Page 16 [ESCMID] 
- In section V the document states the need for various bodies, 
networks (ECDC, HELICS etc) of the Community to prepare 
guidelines and suggestions. In Section IV it asks the member states to 
prepare their own. However, the anticipated sequence of events is not 
clear in the document. The likely scenario suggested by the document 
is that member states should come up with national strategies, 
guidelines and policies (as suggested in section IV) and 
simultaneously (?, no sequence of events are mentioned) the 
community (ECDC and other bodies, EC networks etc.) should 
prepare guidelines, “texts on principles” (section V) while trying to 
harmonize the whole system. These simultaneous preparations of 
national strategies and EC guidelines may cause a lot of confusions 
and in the end a well-harmonized system will be very difficult to 
come up with. An alternative scenario would be more straightforward 
with a clearly set the sequence of events: the community should first 
come up with a detailed and very specific strategy, policies, 
guidelines, and recommendations, i.e. a complex document prepared 
by one dedicated group of experts representing each member state. 
While at certain points room should be left for well defined 
alternatives, this document should cover all aspects of the 
containment of HCAIs from definitions, data collections, reporting, 
surveillance, guidelines, policies, etc. It should not be a general text, 
but rather a very specific one on issues, as expected from any 
national policies. This document could then be provided to the 
member states as recommendations without any obligation. The 
member states then could alter, complete, change, rewrite or keep 
their own policies, strategies, guidelines etc. or could specify points 
where they are not willing to accept particular items of the proposal 

The Commission's proposal sets out the broad principles and 
components of a national strategy for the prevention and control of 
healthcare associated infections. This may be complemented and 
followed by guidance developed by ECDC. The recommendations 
in the Commission's proposal and guidance by ECDC are non-
binding. We would envisage that this is further complemented and 
followed by guidelines at Member States level, which may have a 
binding nature. 
It is felt that recommendations and guidance at EU level should 
give the necessary flexibility for adaptation to national healthcare 
systems. 
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of the community. In this way, having a “master policy document” 
deemed optimal by the community, even if it would not be 
implemented as such in any of the member states, harmonization 
could be more straightforward since all national policies would have 
the same frame and structure, and differences could be defined in 
relation to this document.  
- Description of the strategic plan in terms of actions is quite 
logical and exhaustive.  However, some specific emphasis should 
also be given to the need of defining the problems (actual, emerging 
or potential) in the field of HCAI, which may differ in different 
settings and evolve rapidly, and to the strategic approach to that 
issue. 
 

 
 
 
 
 
 
The ECDC plays an important role in monitoring the actual, 
emerging and potential problems in the field of healthcare 
associated infections. 

Page 16 [Department of Health, UK] Development of guidance: this needs 
careful consideration to avoid duplication of effort as guidance 
already exists; what is needed is to ensure that it is implemented.  The 
reference to establishment of texts should be removed as well as the 
bullet on isolation facilities and structure indicators. The EU, 
especially the ECDC will have a key role in agreeing definitions and 
enabling information exchange. The text should be revised to reflect 
this. 
 

It is agreed that guidance developed at EU level should not 
duplicate efforts already made at Member State level However, 
there will inevitably be heterogeneity in the level of guidance 
available at Member State level in the different Member States. 
Regarding agreeing on definitions, the Commission's proposal 
recommends that, wherever possible, surveillance methods and 
indicators as recommended by ECDC and case definitions as 
agreed upon at EU level should be used. 

Page 16, line 3-5 [ESCMID] HCAI infection should be mentioned first. Antimicrobial 
resistance is one of the reasons for the increment in HCAI but not the 
only one! 
 

Acknowledged. However, this part has been omitted in the 
Commission's proposal. 

Page 16, line 11-
14 

[Ministère de la Santé, FR] Guidelines exist for nearly all healthcare 
activities in the different countries ; what is missing is methods for 
having them applied and reach real changes in behaviour. 
 
 
 
[Infection Control Nurses Association] 'texts on the principles of 
practice' must be evidence-based and why not make use of evidence-
based guidelines that are already available from partner countries e.g. 

Acknowledged. The Commission's proposal stresses that all 
hierarchical levels and functions should cooperate to achieve 
result-oriented behaviour and organisational change, by defining 
responsibilities at all levels, organising support facilities and local 
technical resources and setting up evaluation procedures. 
 
Acknowledged. Guidance developed at EU level and guidelines 
developed at Member State level should build on best practices 
identified and avoid duplication of efforts. 
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Epic, but make sure they are translated and can therefore be adopted 
widely. 
 

Page 16, line 15 [Bayerisches Staatsministerium] For a comparison of surveillance 
data uniform case definitions are necessary. The experience from 
practice shows however that, even with fixed case definitions, there 
are large differences in interpretation and thus in reported infection 
cases. 
 

The Commission's proposal recommends using, wherever 
possible, surveillance methods and indicators as recommended by 
ECDC and case definitions as agreed upon at EU level. 

Page 16, line 22-
25 

[Infection Control Nurses Association] not sure what 'high level 
group on health services' means.  Publicly reporting infection rates 
from single institutions can be highly misleading, is open to huge 
misinterpretations and prone variation due to variations in data 
collection.  This should really be part of bullet 7 - develop a strategy 
for helping HCAI data to be available and properly interpreted. Again 
this should build on the experience of HELICS which already makes 
data available. 
 

The High Level Group on health services and medical care was 
established as a means of taking forward the recommendations 
made by the the report of the patient mobility reflection process, 
recognising the potential value of European cooperation in helping 
Member States to achieve their health objectives. 
This High Level Group started work in July 2004. It brings 
together experts from all the Member States and it works in seven 
main areas: (1) cross-border healthcare purchasing and provision, 
(2) health professionals, (3) centres of reference, (4) health 
technology assessment, (5) information and e-health, (6) health 
impact assessment and health systems and (7) patient safety. The 
High Level Group reports annually to the EPSCO Council 
(Employment, Social Policy, Health and Consumer Affairs). 
 
We strongly agree that infection rates should be interpreted with 
great caution and are therefore not suitable for public disclosure. 
Agreed composite structure and process indicator indicators 
should be used for public reporting. 
 

Page 16, line 26-
32 

[Bayerisches Staatsministerium] The quality of health care is quite 
different in the individual member states of the EU. This applies 
particularly for facilities and hygiene management. By creation of 
minimum requirements, there is a danger that the high standards that 
apply in some countries, among which Germany, will be brought 
down at an international level in order to cut costs. Since preventive 
measures are very difficult to put in place, due to the financial 

This level of detail has been omitted in the current Commission's 
proposal. 
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pressure on hospitals, any softening of existing recommendations will 
lead to a worse situation. 
 

Page 16, line 33-
34 

[Infection Control Nurses Association] what are 'practical tools'? 
 

Practical tools may include guidance on recommended procedures 
in infection prevention and control. 
 

Council Recommendation working draft
Recital 17 [Norbert Höhl, Bundesministerium für Gesundheit, DE] In the first 

sentence of Recital 17 the principle of subsidiarity is explained 
correctly.  
In the second and third sentence of Recital 17 it is said: "Health 
associated infections, as it is the case with the communicable 
diseases, have attained international distribution and cannot be 
confined to a geographical region or Member State. Therefore, 
coordinated action at Community level is required". This very 
general statement is not enough to give reasons, why action at EU-
level is necessary according to the principle of subsidiarity. Art. 5 of 
the Treaty requires, that certain aims can be achieved better by action 
on EU-level than by action at the level of MS. It would not be enough 
to declare that infectious diseases are distributed all over the EU and 
that infectious diseases are a border-crossing problem. 
Perhaps the statements in Recitals 9, 10 of the Working Draft would 
give better reasons, why action on EU-level is necessary? 
 

The Impact Assessment (section on subsidiarity), an 
accompanying document to the Commission's proposal, enters in 
more depth on the subsidiarity aspect of the initiative. 

 
 
 


