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•  The pharmaceutical company submits to EMEA a new 
drug for approval.  

Relevant parts of the file are sent to the EUCAST Steering 
Committe (confidentiality clause) 

•  EMEA approves (or not) target organisms, clinical 
indications, dosages (min and max), administration forms 
(oral, iv, infusion etc).   

•  EUCAST decides on breakpoints for organisms approved 
by EMEA 

•  An SOP regulates the relationship between EMEA, 
EUCAST and the Company (www.eucast.org) 



1.  Decide on target organisms for clinical indications 
2.  Define the wild type distribution (i.e. MIC-

distribution of organsisms without resistance 
mechanisms to the drug/class) 

3.  Decide on the S-, I- or R-categorization of wild 
type organisms (clinical data, Pk and Pd). 

4.  Decide on S-, I- and R-categorization of micro-
roganisms with MICs outside the WT distribution 





S/I-breakpoints 
I/R-breakpoints 

Breakpoints from 7 committees in 2010 





EUCAST General Committee 
All European Countries + ISC/FESCI  

EUCAST Steering Committee 

Subcommittees 
Antifungals 
Anaerobes 
Expert Rules 

National Breakpoint Committees 
D, F, N, NL, S, UK, 

ESCMID Expert groups 

*Currently: Finland and ISC. Next: Estonia and Austria 
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Cefepime                  </= 8               -                     >/= 16  

*Laboratories are encouraged to continue ESBL testing for epidemiologic or infection control purposes. 
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Report as tested. 



  Antibiotics Identical breakpoints 

  compared S and R Only S Only R 

Enterobacteriaceae 33 3 4 3 

Pseudomonas spp. 16 1  5 2 

Acinetobacter spp. 10 1 4 2 

Staphylococcus spp. 27 4 6 2 

Enterococcus spp. 6 0 2 3 

Strept A, B, C and G 13 2 2 2 

S. pneumoniae 24 3 2 5 

Other streptococci 9 0 0 2 

Haemophilus spp. 25 0 3 0 















*when numbers are the same = no intermediate category 



Web-links to MIC-distributions 
Web-links to Zone diameter distributions 
Web-links to EUCAST Rationale Documents 
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S. pneumoniae ATCC 49619 H. influenzae NCTC 8468 

MH-F 
Mueller-Hinton agar + 5% defibrinated horse blood and  

20 mg/L β-NAD 



National strategies and joint decisions on AST 
are needed! 

Chairperson, scientific secretary, 
educational officer + representatives of 
laboratories, societies, reference 
laboratories (5 – 6 reps) 
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Decisions for 2010/11:   
Denmark 
Belgium  
Austria 
Estonia 
Ireland 
Finland 
Scotland 
Wales 
Switzerland  
Hungary 

Discussion: 

Spain 
Greece 
Italy 
Turkey 
Israel 
Poland 

EUCAST breakpoints 
and NACs 

EUCAST: 

France 
Germany 
Norway 
Sweden 
The Netherlands 
The UK 

Lack  of activity: Portugal, Czeck republic, Slovakia, Croatia, Slovenia, 
Serbia, Rumania, Lithuania, Latvia, Russia. 
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EUCAST March 2010 
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Thank you! 


