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What is the European Union? 6

27 Member States

23 official languages
> 500 million inhabitants
(per country: 416,333 — 81.7 mﬂhon\/@

€25,100 GDP/capita
(per country 10,400 — 69, 3 & "y ﬁ.
A patchwork of CL@%' *
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Healthcare resources in the EU 6

* %GDP for healthcare:
approx. 6 to 11%

 Physicians:
27 to 200 per 100,000 th

* Nurses: \\
327 to 1550 per 1|n
. Ratio nurses/@laan@

1.6 to 36
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Source: Eurostat and WHO Health For All online database (WHO Euro, latest available year).




Expanded Europe — ﬂ
| . : eCcoC
the five freedoms in the European on St
1. Free movement of people® \>
2. Free movement of services” KQ
3. Free movement of goods” \'0
4. Free movement of monies” @ O\

* Adapted froifi ' ary of Legislation — Internal Market'
http://europa.euwsint/scadplus/leg/en/s70000.htm

Animated slide: Press space bar



Why was ECDC established? 6

A young EU agency dedicated to the

prevention and control of communicable disea%.s

« Emerging and re-emerging communicalﬂ@‘
diseases revitalised through gIoballsa

bio-terrorism, interconnectivity, K/ U O\

without internal borders

 Health implications in an enla
 Strengthen EU public heal auty@, eIp |
meet EU citizen's concer r

&?\@)




What is ECDC? 6

"An independent agency, named the European Contre for

Disease Prevention and Control ..."
— ECDC Founding Regulation (851/2004)

A European Union Agency which:

O
is @ member of the European Un&U) fa@s;

covers EU 27, EEA/EFTA coun

reaches out to other cou tr EU 27
through Neighbourhood %&V an v
supports and promot bal securlty

(role in Interna

is financed thr
is based in é;éﬂolm Sweden.

@ Iatlons),
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What is the role of ECDC in its 6
Founding Regulation? 4

... to identify, assess and communicate current ai.d 2smerging
health threats to human health from communic.ble diseases.

— ECDC Founding Regulation (851/2004), Article 3

EU-level disease surveillancé.a
epidemic intelligence < O

« Scientific opinions ano\‘s&}lies 75)
- Early Warning Sys@%nq@oonse
» Technical assich a@r INning
C . : : ECDC:
. Commumcat@\\\ scientific A scientific

communi and
. : technical
« Comm ion to the public institute
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Antimicrobial Resistance and Healthc@g- ;@&5
Associated Infections (ARHAI) Teany’ ecoc

Scientific Advice Unit, ARHAI Section \N
— Dominique L. Monnet, Senior Expert AMR M Coordinator

— Marc Struelens, Senior Expert AMR &

— Anna-Pelagia Magiorakos, Expert A Al

— Adoracion Navarro Torné, Scientifi icer AMR & HAI
— J. Todd Weber, CDC liaison to (parthe)

— Andrea Buksarova, Secre rt t\lr{\

f Surveillance Unit, ARHAI @on \
@ — Carl Suetens, Se ert H%quty Coordinator
M

— Ole E. Heuer, Sgniok Expert

— Klaus Weis@ ded@&al Expert HAI
— Carlo liotty” Ex A

resan, @tary (part time)

Al (2010)
r Expert Antimicrobial Consumption (2010)

H Kd)mmunication Unit Preparedness and Response
Earnshaw, Information Officer Unit - Jas Mantero, Expert
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Healthcare-associated infections, antimicro- &b
bial resistance: Overlapping, but not identical £¢
W
\v/
%
O
O
o’ &
N
Antimicrobia 75)

resistan’e

Community-acquired
infections




What Does "Antimicrobial Remstance@ @E{S
Represent? *& m

Several, inter-related compartment @Nealthcare

i.e. patients in primary care, ho IS, nursing
homes and long-term care fagilities, food animals,

food, environment)

- A
Many types of infection, i. évz%&@ry tract,

urinary tract, skin a | Coft bloodstream,
surgical site, relat | devices, etc.)

Many bacterla/rrgﬁrggﬁésn
Many antimi 1als echanisms of resistance

Patien@ h mfectlons due to resistant bacteria!

Q/%
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Main actions to prevent and control 6
antimicrobial resistance

Prudent use of antimicrobials
(only when needed, correct dose,
dose intervals, duration)



Council Recommendation on the pru
use of antimicrobial agents, 2001 ¢

AND CONTROL
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Council Recommendation of

15 November 2001 on the
prudent use of antimicrobial
agents in human medicine
(2002/77/EC)




ouncil Recommendations and

onclusions, 2008-2009

COUNCIL OF
THE EUROPEAN UNION

Council Conclusions on Antimicrobial Resistance (AMR)

2876th EMPLOYMENT, SOCLAL POLICY, HEALTH AND
CONSUMER AFFAIRS Council meeting

Luxembourg, 10 June 2008
The Council adopted the fsllowing conchusions:

“The Council of the European Union

1. RECALLS that Asticle 152 of the Treaty establishing the Evsopean Cemmuuity states that
Community action i the field of public health is to complement national policies and be
directed to ensure a high level of hnmas health protection. This Community action shall fully
respect the responsibilities of the Member States for the organisation and delivery of health
services and medical care.

RECALLS the Council Recommendation (2002/77/EC) on the prudent use of aatimicrobial
agents in human medicine,

\orst that the first Report” from the Commission on the basis of Member States reposts on

of the Council showed that most Member States had
m.km 2 variety of actions, as requested by the recommendation. however there remained
‘numerous aseas where oaly limited action had been undertaken.

doc. 1475101

doe. 5427/06 Report from the Commission to the Council on the basis of Member States'
reparts on the ofthe C (2002177/EC) on the prudent
use of antimicrobial agents in human medicine {sec(2005) 1745}

Council Conclusions di
Antimicrobial Resi
(AMR) (10 Jun 8
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Council Recommendation of
9 June 2009 on patient safety,
including the prevention and

control of healthcare associated

infections (2009/C 151/01)

EUROPEAN CENTRE FOR
DlSEASé TION

‘Q‘ -

EN

Council Conclusions on innovative incentives for effective
antibiotics

2980ckh EMPLOYMENT, SOCIAL POLICY, HEALTE AND
CONSUMER AFFAIRS Council meeting

Brussels, 1 DecemBer 1099

"Tha Council adopted ths fallowig conchsicns:

Mot berse: S thin docurment, the fermt “anriblotion” encompasses wedtc it prodiets produced
either syrthetically or maturally wsed & kill ar dnlibir the growth of Bacteria as well as thase with

altermative mechanisms of Gerio & g. £ffect on bacterial virulence. in this onters, alternative
methads for prevention and control af infeetions should alo he token s aocount.
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RECALL ; ;
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RECAL il Comclus <microbial raci of 10 Fuma 2008°.

o of 8 June 2009 om
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RECALLS tha WHO raport (2004) Priccizy Madicizes for Europs and tha Werld'

OJL34, 322002, p. 13

OJC15],3.72009,p. 1.
krip whqdoc weho.int b 2004 WIHO_EDM_PAR, 2004 734
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Council Conclusions on
innovative incentives for
effective antibiotics

(1 December 2009)




Implementation of National Intersectokal @&S
Coordination Mechanisms on AMR (¥ geoc

As of 2008, 18 EU Member States
and Norway had implemented «n
Intersectoral Coordination
Mechanism

No. countries implementing their
intersectoral coordination mechanism

Adapted from: European Commission, Directorate - General Health and Consumers, 2010 (in press)



Antimicrobial Resistance and Health
Associated Infections (ARHAI) at ECD
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Antimicrobial Resistance and Healthcare-

Associated Infections (ARHAI) at ECDC
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Surveillance
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» Healthcare-associated infections
integrated since 2008
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= Antimicrobial resistance \& —N e
(formerly EARSS) O~ N
integrated since 1st January 2010, & (i :& < = T

= Antimicrobial consum \‘Q 9 | \\_—
(ESAC) outsourced to U\\ Anty.g} = \ E—
until December 2010 e

= Contribution to sta@rdis %

of antimicrobia@scep ity testing
(EUCAST) N\ I@'




Collaboration with other agencies 6

O
= EFSA: Use of antibiotic resistance gen marker
genes in genetically modified plants WMarch 2009)

= EFSA: Assessment of the public @h significance of
MRSA in animals and foods (27 rch {009)

= EFSA & EMEA: Joint risk aés.gss n MRSA in

livestock, companion ani (May 2009)

» EFSA, EMEA and sg@?! dint report on AMR in
zoonotic infection er 2009)

= EMEA: Joint

"The bacteri IIenge. time to react”
(17 Sept r 2009) |

il




ECDC/EMEA Joint Technical Report 6 @&Sc
"The bacterial challenge: time to r " mo

= There is a gap between the
burden of infections due to MDR
bacteria and the development of
new antibiotics to tackle this
problem.

= There is a particular lack of ne
agents to treat infections t

MDR bacteria, in particul R v 2 i
. - . TECHNICAL REPORT
Gram-negative bacte e
The bacterial challenge:
= A European and | stra to time to react
address this gaplig ufgently

needed



Methicillin-resistant Staphy/ococcus 6
aureus (MRSA), blood and CSF, 29&@
N\

<1%

1- 5%
5-10%
10-25%
25-50%
>50%

No data/low number

Other countries

O
Country with: QJ®\

A\ Significa se (2005-2008)

7 Signif@ crease (2005-2008)




Third-generation cephalosporin-res
Escherichia coli, blood and CSF,

<1%

1- 5%

5-10%

10-25%

25-50%

>50% .

No data/low number Q\\
Other countries O

Country with: @

A Significar% se (2005-2008)
WV Signifiéant décrease (2005-2008)

Source: European Antimicrobial Resistance Surveillance System (EARSS), 2009



Population-weighted, average %resistant 6
iIsolates among bacteria from bloodstrea

infections, EU, Iceland

and Norway, 2 \ 2008

Gram-positive bacteria Gram-negative bacteria

40

30

ates (%)

ted average

)

20

f resis

<

Population-weighted average
proportion of resistant isolates (%)

—o— Methicillin-resist

=
o o
2@
11 é;‘
‘Afulatlon-we

propo
o

2010
2011

—o— Third-gen. cephalosporin-resistant E. coli

—&— Third-gen. ceph.-resistant K. pneumoniae**

-6 Carbapenem-resistant P. aeruginosa**

—&— Vancomyein- nt E. faecium
—0— Pen'p?: ;Q)ant S. pneumoniae*
*EXC@

Source: EARSS & ECDC, 2009.

, which did not report data.

**Excluding Belgium and Slovakia, which did not report data.




Burden of multidrug-resistant (MDR)~\ %
bacteria in the EU, Iceland and Nornway SooC

Human burden \>

Infections (6 most frequent MDR bacteria, « miain types of
infection)

ap= e 400,000 / year

Attributable deaths JDDrox 25,000 / year
Extra hospital days appro.’. 2.5 million / year

Economic burden

Extra in-hospitzn ~osts approx. € 900 million / year
Productivity 'ozszs approx. € 600 million / year

Limitaia}fg ese are underestimates.

Source: ECDC, 2009.

In: http://ecdc.europa.eu/en/publications/Publications/0909 TER The Bacterial Challenge Time to React.pdf



| 5 novel, systemically admilﬂi’b@red
antibacterial agents in the{pipeline

13 agents against R&=lEslei (=N la{=liE | 6 @ against
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Phase | Eh hase 1l Filed Phase | Phasell Phaselll Filed
t

ivity based on actual data [ Demonstrated in vitro activity based on actual data

LS, Aot properties or mechanisms of action

il Demonstrat%
[ Assu<d & vifiePactivity based on known class effects or D Assumed in wiro activity based on known class




Ad-hoc studies, 2009-2010

= European Clostridium difficile infection su W%
(ECDIS, Nov. 2008): preliminary results at @
ECCMID, manuscript submitted N\

\Y
= Survey on MRSA CC398 in Euro\& 890

preliminary results at ECCMI nus

preparation \
& g

= Survey on the ex nce o@lropean

intensivists R bacteria and with
last line antj (Eurosurveillance 2009 &
in preparation).



Survey of European intensive care 6 @
specialists on experience with infections  Z°°°
due to resistant bacteria, 2009

0\
4 Methicillin-resistant Staphylococcus aureus (MRSA) qy

Gram- Vancomycin-resistant Enterococcus spp. (VRE) I 0&

positive

bacteria Penicillin-resistant Streptococcus pneumoniae (PRSP:k

Vancomycin-resistant/intermediate S. aureus (VRSA &
_ V Q
Third-generation cephalosporin-resistant Er@acteriaceae
Gram- ¢ 0
) Carbapenem-resistan onas aerugin
negative

bacteria Carbap@tant Ac/ne%erspp. -
Carbaresistant ct iaceae I

-
Bac \;tally or almost totally -

C t to available antibiotics

40 60 80 100

% respondents

No. treated pa@ving past 6 months: M >10 patients M 3-10 patients 1-2 patients 0 Do not know M Missing

Society of Intensive Care Medicine (ES



Euroroundups: reviews on the situa;ﬁﬂ @3&5
in Europe < =
g

Clostridium difficile 027 (2008): \/
Kuijper E, et al. Euro Surveill 2008 Jul 31;13(31). :

Oseltamivir use (2008):
Kramarz P, et al. Euro Surveill 2009 Feb 5;14(5).

Use of 7-valent pneumococcal
vaccine (PCV?7) in Europe, incl.

vaccination schemes (2001-2
De Carvalho Gomes H, et al. Euro SUI\ 9 Mar

S

National hand hygi

in Europe (2000-2@9 :

Magiorakos AP, et al. E eill Apr @(17).
Country hi s on hand hygiene (2010)
Combati SA in Europe (2010)

Ove% ounter use (2010)




Guidance for prevention and control&% ;@6
2006-2010 ¢ e
Y

» Clostridium difficile: background document’kuijper EJ, et al. Cliin

Microbiol Infect 2006 Oct;12 Suppl 6:2-18 guidance for @ention and control
Vonberg RP, et al. Clin Microbiol Infect 2008 May; 14 Sup

= MRSA: background document (subrpitted), re&iew of national
guidelines (/n preparation), guidance for pr @1 ion and control of
MRSA in hospitals (/n preparat/@ and ih&;é community (2010)

= KPC-producing I(Iebsieﬂ@reunf@wae and other
extensively drug-resistant (XD%) bacteria:

risk assessment & int guid or prevention
and control (20 (@urop urvey?

= Preventio ontrol of
healthcare-associated infections,
and antimicrobial stewardship,
incl.@cators (2010 onwards)




Support to the Commission Q ;@6

= Scientific input and comments on the succgssive versions
of the Draft proposal for a Council Reggmmendation on
patient safety and quality of heal vices, including
the prevention and control of H d corresponding
Impact assessment paper (Q/@-ZO(@C\

= Scientific support for de
to report on the im e on of Council
Recommendati 0 JEC (2008, to be

published: 9 A{Q 0@
» Scientific su on Eurobarometer

R and antibiotics

ill?%iguntry guestionnaires




Coordination, 2007-2010

Network of National AMR Focal Pom
(representing national Intersectoral
Coordination Mechanisms, i.e. Nati

committees) (’)\,
Meet twice a year since Septe;qllgf 20@&
Meetings in 2010: \,\Q

— Stockholm, 21- 22 ?201@‘mgether

with Competent @wumcatlon)
— Madrid, 2- ne 2 ollowed by 5th

Internatio n Patient Safety)



http://upload.wikimedia.org/wikipedia/commons/e/e8/Plaza_Mayor,_Madrid.jpg

Country visits to discuss antimicrobi
resistance (AMR) issues, 2006-201¢0

Country visits
to discuss AMR issues
(as of April 2010)

Based on Council Recommendation
of 15 November 2001 on the
prudent use of antimicrobial agents
in human medicine (2002/77/EC)

Reports (observations, conclusions,
suggestions, examples of best
practice

14 initial visits (see map)

5 follow-up visits (Czech Rep.,
Greece x 2 and Hungary x 2)

More visits in 2010




Total outpatient antibiotic use (ATC JOQ\ @&5
in 29 European countries, 1998-2005" ecoc

ealy — @— National media campaign
Luxembourg K
slovakia ! ® ¢

Partugal \

Greece*
France

Education prog. for paediatricians

Belgium <+—— National media campaign
Hungary

Islang®
Israel
Ireland
Paland
Hungary
Spain®*
Finland
Bulgaria*
Czech Republic
Norway
Slovenia
United Kingdom
Sweden
Denmark
Germany
Austria
Latvia
Estonia
Netherlands
Rumania

Switzerland

<+— Education prog. for paediatricians

<+— Media coverage

<«—— Media coverage

*Total use for Bulgaria and Iceland, and for Greece
(2004 & 2005 only).

**Reimbursement data, which do not include over-
the-counter sales without a prescription.

10 20
DDD per 1,000 inhabitants and per day

Source: ESAC, 2007. Adapted from: Muller A, et al. Eurosurveillance (11 October 2007)



Decreases in antimicrobial resistancegﬂ
following national media campai%@
N\

A%

%0 Resistant

S. pneumoniae, penicillin-non susceptible
S. pneumoniae, erythomycin-resistant

S. pyogenes, erythromycin-resistant

Source: French Nat. Ref. Ctr. for S. pneumoniae (Courtesy: E. Varon, L. Gutmann & B. Schlemr
& Belgian Nat. Ref. Ctrs. for S. pneumoniae and for S. pyogenes (Courtesy: BAPCOC, H. Goossen



EUROPEAN Y
ANTIBIOTIC N
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2008

» Materials for general public

~—

GET WELL

« 32 countries participated
2009 O N
 Materials for primary c \\ o . WITHOUT
prescribers '
»  Website translated .all E ANTIBIOTICS
languages @ S =
« TV spots d > |
20 1 0 1 BNOVGMbQN

2009

For more information, visit

- Fo @mspital prescribers
. [ tch Get Smart week in the
d States
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OPEAN
Focus on ’@\ITIBIOTI&

hospital prescr b A European Health Iniciacive T

« Explanatory cover letter \/ é
» Concepts, key messages, algn m \%s, dissemination strategy

- Feed-back form (2 copl

Session on Saturda ni
« Detailed prese@y S@Emshaw
Feed-back for

. Complet ormy If and return by the end of the course
obtaln feed- back from one prescriber in your hospital,

Distribution of EAAD packs @






