








Graph: Antimicrobial resistance in Europe - trends in Staphylococcus AyBjus

Hospital superbugs: did you know?

The term “Hospital superbugs” is used to refer to HCAIs, especially to the most widespread one:
(Methicillin-resistant Staphylococcus Aureus). This bacterium which belongs to the Staphylococcus Aureus fa
is responsible for difficult-to-treat infections in humans as it has developed the ability to resist certain types
antibiotics and is especially troublesome in healthcare associated infections. Healthcare associated infections
generally defined as infections that are not related to the patient’s original admitting diagnosis. As well
patients, healthcare staff are particularly at risk from infections.

According to the graph, in 2005 in Italy (IT) for instance, 38% of patients in hospitals who contracted a Stap
coccus Aureus infection were infected by the bacterium MRSA.
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How can we fight healthcare associated infections?

Patient safety and especially healthcare associated infections are the consequences of various factors
and events which are most of the time human (due to healthcare workers and/or patients them-
selves). Nevertheless, this crisis can be constrained and reduced by applying essential elements of an
infection programme such as the education of healthcare workers and patients in order to increase
their knowledge on patient safety and the implementation of a well-organized surveillance system
and basic control measures. Improving hand hygiene in healthcare settings can also save lives by
reducing healthcare associated infections. Appropriate legislations also have an important role to
play to increase patient safety, as does the use of innovative technologies and systems.

Medical device manufacturers are increasingly introducing innovative
features to help prevent healthcare associated infections. These include
antimicrobial coatings,‘closed’ catheterisation systems (picture on the right) to
minimise the opportunities for bloodstream infections, highly efficient surgi-
cal site barriers and dressings and needlestick prevention mechanisms.
Additionally, effective rapid screening technologies, monitoring systems to
identify and limit the spread of infections, and diagnostic systems to ensure
appropriate targeted usage of antibiotics can play a vital role.

The reuse of single-use devices

While initially SUDs such as single-use syringes were developed at the request of healthcare provid-
ers to limit opportunities for infection and cross contamination, today they are often miniaturized
high performance devices. They are available as single-use devices only, due to the critical perfor-
mance and sterility needs. Single-use devices make it possible to create innovative designs, which in
turn lead to faster, more efficacious, and less risky procedures. However, some important safety,
ethical and legal issues arise when such devices, specifically designed and labelled for single-use, are

reused. ll

A SUD is a device intended and designed to be used only once on a

single patient. “Intended use] means use according to the data Initially single-use devices were devel-
supplied by the manufacturer and appearing on the label, in the oped at the request of healthcare
instructions for use and/or in promotional materials. A single-use providers to limit infection and cross
device is delivered sterile in a sealed protective barrier, is used on a contamination.

patient, following which the contaminated device must then be safely

discarded. ”

Where single-use devices are reprocessed with the intention of reusing them on another patient, in
most cases, the patients and healthcare workers involved in its subsequent use are not even aware
that the single-use device has been used on another patient before.

Reusing single-use devices can lead to potentially serious consequences for the patient: cross infec-
tion, injury, diagnostic errors and ineffective care. The risk of possible contamination and infection
within hospitals also has a dangerous impact on Public Health in general.

The issue with this practice today is that unfortunately most European countries do not have any
regulation prohibiting or banning it. In some countries like Germany, the practice is accepted if

certain guidelines are followed. France is the only country explicitly banning the practice of reuse.

It is therefore important that proper regulations to prohibit this practice are implemented in all
Member States in order to assure patient safety and high-quality of care in each European country.
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Initiatives and actions to improve patient safety worldwide

The Organisation for Economic Co-operation and Development (OECD)

The OECD brings together 30 countries committed to democracy and the market economy from
around the world to support sustainable economic growth, raise living standards and boost employ-
ment. For more than 40 years, the OECD has been one of the world's largest and most reliable sources
of comparable statistics,and economic and social data [10].In 2001, the OECD started the Health Care
Quality Indicators Project. Upon completion, this will provide, for the first time, comprehensive
comparable data for patient safety indicators across the OECD Member States.

The World Health Organization (WHO)

As Patient Safety is a global issue, the WHO launched in 2004 the “World Alliance for Patient Safety”
[11]in order to pay the closest possible attention to the problem of patient safety around the world.
The Alliance raises awareness and political commitment to improve the safety of care and facilitates
the development of patient safety policy and practice in all WHO Member States. Each year, the
Alliance delivers a number of programmes covering systemic and technical aspects to improve
patient safety globally. Through its work, the Alliance develops research and communication tools on
various topics such as “How to wash your hands?” and it organizes national and local campaigns to
inform healthcare workers and patients and make them aware of the situation.

Over 70 member states have now signed a national pledge to tackle HCAIls.One of the pledges made
by those countries/autonomous regions relates to national campaigning, and health ministries
commit to reducing healthcare associated infections by actions such as "Developing or enhancing
ongoing campaigns at national or sub-national levels to promote and improve hand hygiene among
healthcare providers".

As the human factor is critical in improving or reducing the safety of care in healthcare settings
worldwide, it is commonly agreed that training and educating healthcare professionals to increase
their knowledge about safe practice is of major importance. The WHO also insists on involving
patients and their families in the improvement of patient safety as they often see what healthcare
professionals do not.They can also contribute by sharing patients’stories of injuries and their impact
on their lives.

Initiatives and actions to improve patient safety in Europe

The European Commission

- = At the European Commission, DG SANCO is responsible for patient

"E/' . safety and its related matters. Concerns about patient safety had

Health & Consumer Protection been raised a couple of years ago but it is only recently that concrete
Directorate-General . . . ;

action plans to improve patient safety have been put in place [12].

In July 2004, the European Commission set up a special working
group under the High Level Group on Health Services and Medical Care to identify priority areas for
action. Patient safety was one the seven main key areas highlighted by the group.

In 2005, the Member States established a mechanism to discuss and take forward patient safety issues
as healthcare priority. Also in 2005, the Commission launched the first public consultation on Health-
care Associated Infections which was followed in 2006 by a proposal including sets of recommenda-
tions for Member States such as the implementation of control and preventive measures to support
the containment of HCAIs, the organization of infection prevention and control programmes in
healthcare institutions and the establishment of active surveillance system.

Last April 2008, DG SANCO launched a second public consultation in the field of Patient Safety. At the
end of 2008, the EC plans to publish a proposal which will address the important issue of patient
safety throughout the European Union (EU) and which will include a detailed first pillar, addressing
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HCAIs. The two primary objectives of this Commission's general patient safety proposal will be to
support Member States in their efforts to minimise harm to patients from adverse events and to
improve EU citizens' confidence that they will receive sufficient and comprehensible information
available on levels of safety. These Communications will be accompanied by a Council Recommenda-
tion, in order to encourage national governments to take action.

In 2006, the European Parliament agreed, with an overwhelming majority, on a report and resolution
calling on the European Commission to amend the Directive 2000/54/EC, on the safety of workers
exposed to biological agents, to include specific requirements for the protection of healthcare work-
ers from bloodborne infections due to needlestick injuries. The European Commission is expected to
make a proposal towards the end of 2008.

The European Commission has also been actively working on the reuse of single-use devices issue.In
the summer of 2007, the Directorate-General Enterprise & Industry launched its first public consulta-
tion on the issue of reprocessing of medical devices. The first outcomes of the consultation were
published on 27 May 2008.

The key outcomes of the document are the following:

© Public health aspects: Reprocessing practice raises a lot of public health concerns as

regards health risks associated with reuse of single-use medical devices in general.

© The "single-use" label: A guarantee of safety and reliability of the medical
devices concerned and is understood to mean a device intended to be used once only
for a single patient.

MO

© Ethical aspects: Major ethical concerns with regards to reprocessing.

© Economicaspects:Reprocessing is presented as a cost-saving and waste-reducing practice.
However, this economic advantage should be carefully balanced with indirect and hidden cost.

© Liability aspects:|If a single-use device is reprocessed, the liability for the product is incum-
bent on the reprocessing service provider.

The EC will launch a second consultation questionnaire at the end of 2008 which will aim at explor-
ing in depth key points raised during the first questionnaire. A final report on the outcomes of the
two questionnaires is expected in 2009-2010.

EUnetPAS: European project supported by the European Commission

EUNetPaS (European Union Network for Patient Safety) is a project launched in February 2008,
funded and supported by the European Commission within the 2007 Public Health Programme.This
project is coordinated by HAS (French National Authority for health). Its purpose is to establish an
umbrella network of all 27 EU Member States to encourage and enhance their collaboration in the
field of Patient Safety to maximize efficiency of efforts at EU level. One of the main aims of EUNetPa$S
is to evaluate, validate and diffuse new knowledge and good practices garnered within the network
in order to decrease the risk of preventable harm to patients during their stay in healthcare organiza-
tions and, more generally, to improve the quality of healthcare.

Its work focuses on four topics: promoting a culture of Patient Safety, structuring education and
training in Patient Safety,implementing Reporting and Learning systems, defining Pilot Implementa-
tion on Medication Safety [13].

Health First Europe

HFE has been involved with the European Institutions since the very beginning, calling for better
prevention of adverse events and providing ideas for a roadmap to ensure that patients’ rights to
receive quality and safe care and treatment are fulfilled. In 2004, HFE organised the “Sharps’ Injuries
Awareness Day” in the European Parliament focusing on the safety of healthcare workers. HFE also
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organised a series of meetings in 2007 with 17 MEPs, from seven different Member States, and
Commission officials where a European comprehensive strategy in the fight against HCAIs was
discussed.The following elements of the strategy were pushed forward by HFE:

© The development of effective surveillance and understanding of HCAIs;
© Early detection and introduction of preventive measures;

© The provision of better education about HCAIs for healthcare workers and provid-
ers;

© Theincreased use of innovative technologies and services designed to reduce the
likelihood of infection.

Further to these events, MEPs who share HFE’s vision tabled several amendments to the health and
safety at work reports adopted by the European Parliament. With the European Commission initia-
tives, HFE now expects a European strategy that will put an end to unnecessary patient suffering,
unnecessary costs and avoidable penal and civil litigation [14].

Eucomed, the Medical Technology Trade Association

Modern medical technologies can contribute effectively in reducing and
controlling patient safety issues such as healthcare associated infections.
Single-use devices, for instance, have been especially created and
designed with the aim of containing and reducing such infections within
healthcare settings. However, reusing such devices can greatly harm
patients and reduce the safety of care. Eucomed urges policy-makers to
prioritise innovative medical device technologies that are especially
designed to rapidly detect, manage and reduce the risk of infections and
enhance patients and healthcare workers' safety in the world.

Healthcare associated infections and patient safety

The direct and indirect costs of HCAls have been estimated at €11 billion per year. Eucomed believes
that patient safety is an area where the EU can undoubtedly make a difference for Member States and
their citizens, as co-ordination and sharing of experience are significant factors in improving the
situation. As an important stakeholder engaging in discussions with the European Commission,
Eucomed submitted its response to the Patient Safety consultation on 21 May 2008. In its response,
Eucomed calls for actions in the following area:

© Ensure that hospitals are not using, or not directed to use by the Member State health
system, single-use medical devices more than once.

© Consider the value of medical technology and not the price.The growing number of cost-
cutting initiatives in healthcare procurement has the strong potential to jeopardise patient safety.
Price as the principal driver of purchasing decisions risks overlooking other very important aspects of
medical devices, such as enhanced safety features and manufacturer-provided education, training
and after-sales support.

© Offer patient safety training to healthcare professionals.
© Investigate the benefits that new medical device technology has to offer.

© The EU should set a broad patient safety agenda and then monitor Member State progress
in tackling the problems they face. For this to happen, comparable data is of course essential.

Reuse of single-use devices

One of the causes of HCAIs is the reprocessing of single-use medical devices. Eucomed is actively
involved in discussions on the reuse of single-use devices. In the document published by the EC on
27 May 2008 on the reuse situation, the participants in the inquiry shared most of the concerns raised
by Eucomed. In 2009-2010, the European Commission will publish a final report on the question of
reuse. At this early stage, it is not sure whether the report will be accompanied by a legislative
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proposal. Eucomed will continue to work closely with the European Commission and the other stake-
holders to find effective solutions to solve this issue.In that matter, Eucomed is currently working on
a White Paper which will contain a detailed overview of the reuse situation in Europe.

Conclusion

Patient safety is an issue in each country around the world, regardless of its development. Each year,
various adverse events still harm and kill too many patients in hospitals and healthcare settings
generally. Stakeholders and involved organizations are calling for worldwide improved patient safety
and high-quality care, and some actions are underway to fight issues such as healthcare associated
infections. However, patient safety is a multi-factorial issue which makes it complex and hard to deal
with.Therefore, it is crucial that all stakeholders and organizations collaborate closely with each other
in order to effectively improve patient safety worldwide.

The European Commission can play a leading role.Important steps are going to be
taken by the Commission in the coming months, notably with the Communication
on Patient Safety and the report on the question of the reuse of single-use devices.
The new Directive on Application of Patients' Rights in Cross-Border Healthcare is
also a step in the right direction to establish and assure high standards of care in
Europe. A European Code of Practice on the prevention, control and management
of healthcare associated infections would also be a significant step forward.
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Eucomed is the Voice of the medical technology industry in Europe.
Eucomed represents directly and indirectly 4500 designers, manufacturers
and suppliers of medical technology used in the diagnosis, prevention,
treatment and amelioration of disease and disability. Small and medium
4 sized companies make up more than 80% of this sector. The European
1 medical technology industry invests some EUR 3.8 billion in research and

daa
‘- Eucomed development and employs near to 435,000 highly skilled workers. The

Medical Technology

mission of Eucomed is to improve patient and clinician access to modern,
innovative and reliable medical technology.

For more information, please visit www.eucomed.org or contact Mark
Grossien, Director Communication and External Affairs (+32 2 775.92.24 -
mark.grossien@eucomed.be)
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