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Study objectives

Study design

Study period

Key inclusion criteria 

Primary objective

Secondary key objectives

Demonstrate non-inferiority of ceftobiprole to 
daptomycin in the treatment of S. aureus 
bacteremia, including infective endocarditis 

Compare ceftobiprole with daptomcyin in 
relation to all-cause mortality, microbiological 
eradication rates, time to bacteremia clearance, 
development of new metastatic foci or 
complications, and safety and tolerability; 
assess the pharmacokinetics of ceftobiprole 

 Randomized
1:1

Double-blind
Double-dummy 

~390 patients

Phase III

~390
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Ceftobiprole (n = 195)

Daptomycin (n = 195)
± Aztreonam

R 1:1

Active treatment Post-treatment visits

EOT Day 35 Day 42 Day 70

Eligible patients are randomized 1:1 to 
ceftobiprole or daptomycin

• Hospitalized male or female patients 
≥18 years 

• S. aureus bacteremia based on ≥1 positive blood culture obtained within 
72 h prior to randomization 

• Signs or symptoms of bloodstream infection 

• Confirmed or suspected complicated S. aureus bacteremia, or definite 
native-valve right-sided infective endocarditis according to Modified 
Duke Criteria 

Primary end point 

Overall success, defined by the following criteria being met: 

• Patient alive at Day 70 (±5 days) post-randomization 

• No new metastatic foci or complications of the S. aureus bloodstream infection 

• Resolution or improvement of S. aureus bacteremia clinical signs and 
symptoms 

• Two negative blood cultures for S. aureus, without any subsequent positive 
blood culture for S. aureus: 

• ≥1 negative blood culture must be recorded while the patient is on active 
study treatment

• Cultures must be confirmed by ≥1 subsequent negative blood culture for 
S. aureus at Day 70 (±5 days) or between 7 days after the end-of-treatment 
visit and Day 70 (±5 days)

Concomitant use of non-study systemic 
antibacterials with activity against S. aureus 
is prohibited from randomization up to the 
Day 70 (±5 days) visit
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