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Perioperative Antibiotics 
in Otosurgery  

 KEY MESSAGES: 

 DEFINITIONS?? 

 WIDESPREAD USE 

 RECENT METAANALYSES 

 LITTLE OR NO EVIDENCE OF EFFICACY 
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Our Clinical Studies 1. 

 Microbiology  

 Pharmacokinetics 

 Controlled clinical studies in subgroups: 
 

 Double-blind:        Quinolone (Ciprofloxacin) 
                              +/- P.aeruginosa 

 
 Open: Cephalosporins: 
                               + P. aeruginosa (Ceftacidime=Fortum) 

         - P. aerugionosa (Cefuroxime=Zinacef) 
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Our Clinical Studies 2. 

 Microbiology: Retrospective comparison of pre- and 
postoperative  cultures from ears draining postop (N=80) 

 

 Pharmacokinetics: Peroperative assay of Ceftazidime 

  Ear fluid: 7.9  (MIC90 1.1 P.aeruginosa  at oxygen 
levels like middle ear cavity) 

 MIC90 P.aeruginosa at atmospheric oxygen level 0.7 
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Our Clinical Studies 
”CIPROTO” STUDY 

 Quinolone (Ciprofloxacine) 
4 centers 

 2 groups : active / placebo 

 perioperative treatment 10 days 

 

 randomized, double-blind design (N=204) 

 endpoint 3  months 

 Otoantibiotics 2013 8 



“CIPROTO” study 

Rates of clinical success with regard to treatment 
group and center 

Cent
er 

No. Rates of clinical success Chi-
square 
P active group placebo 

group 

A 77 25/41 (0.61) 31/36 (0.86) 0.001 

B 27 12/14 (0.86) 9/13 (0.69) 0.30 

C 43 17/22 (0.77) 14/21 (0.67) 0.44 

D 57 25/33 (0.76) 14/24 (0.58) 0.16 
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“CIPROTO” study 

Comparison of rates of clinical success in various groups of patients from 
centers BCD 

Group of 
patients 

Clinical success 
treatment group 

Therapeutic gain Chi-
square 
analysis 
P 

active placebo % 95% confidence 
limits 

Total=127 54/69 37/58 14 -1% to +30% 0.08 

Operation: 
tympanoplasty or 
radical 

45/58 30/51 18 +2% to +35% 0.04 

Drainage during 
operation 

35/49 22/41 17 -2% to +38% 0.08 

Otoantibiotics 2013 10 



Our Clinical Studies 
”OTOCEFT” STUDY 

 2 centers 

  4 groups: 

             +/- treatment perioperatively (5 days) 

             P. aeruginosa / other bacteria at preop culture 

 

 Randomized, open design (N=95) 

 Endpoint 2 months postop 

 Otoantibiotics 2013 11 



“OTOCEFT” study 
DESIGN: 
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Adult COM 
Middle ear 
cultures *3 

Ceftazidime 5 days; 

operation 

Ps
A 

R 
No antibiotic; 
operation 

Other 
bacte

ria 
R 

No antibiotic; 
operation 

Cefuroxime 5 
days; 
operation 

No 
growth 

Check-
ups 

cultures 

Conditio
n 2 

months 
postop. 

outpatient hospital outpatient 



”OTOCEFT” STUDY: 
THE  CLINICAL  AND  MICROBIOLOGICAL EVALUATION  

AT  2  MONTHS  POSTOP. 

Treatment Otomicro- ....scopy Micro- 
 

...biology 

                        
  N=60                                       

 DRY DRAINING Other/Sterile P.Aeruginosa 
 

CEFUROXIM
E 

27 (0.9) 3 27 (0.9) 3 

CONTROLS 
                  
 N=35 

25 (0.8) 5 24’ (0.9) 3’ 
 

CEFTAZIDIM
E 

17 (0.9) 2 13 (0.7) 6 

CONTROLS 7 (0.4) 9 4 (0.3) 12 
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Forslag til UDTALELSE fra DOKS 

 Generelt foreligger der ikke indikation for brug af 
rutinemæssig perioperativ antibiotika behandling. 

 I særlige tilfælde af præ - eller peroperativ infektion  kan 
lokal eller systemisk  antibiotika overvejes. 
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