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Efficacy and safety of an early oral switch in low-risk 
Staphylococcus aureus bloodstream infection (SABATO): 
an international, open-label, parallel-group, randomised, 
controlled, non-inferiority trial 
Achim J Kaasch, Luis Eduardo López-Cortés, Jesús Rodríguez-Baño, José Miguel Cisneros, M Dolores Navarro, Gerd Fätkenheuer, Norma Jung, 
Siegbert Rieg, Raphaël Lepeule, Laetitia Coutte, Louis Bernard, Adrien Lemaignen, Katrin Kösters, Colin R MacKenzie, Alex Soriano, Stefan Hagel, 
Bruno Fantin, Matthieu Lafaurie, Jean-Philippe Talarmin, Aurélien Dinh, Thomas Guimard, David Boutoille, Tobias Welte, Stefan Reuter, 
Jan Kluytmans, Maria Luisa Martin, Emmanuel Forestier, Hartmut Stocker, Virginie Vitrat, Pierre Tattevin, Anna Rommerskirchen, Marion Noret, 
Anne Adams, Winfried V Kern, Martin Hellmich, Harald Seifert, for the SABATO study group*

Summary
Background Staphylococcus aureus bloodstream infection is treated with at least 14 days of intravenous antimicrobials. 
We assessed the efficacy and safety of an early switch to oral therapy in patients at low risk for complications related 
to S aureus bloodstream infection.

Methods In this international, open-label, randomised, controlled, non-inferiority trial done in 31 tertiary care 
hospitals in Germany, France, the Netherlands, and Spain, adult patients with low-risk S aureus bloodstream infection 
were randomly assigned after 5–7 days of intravenous antimicrobial therapy to oral antimicrobial therapy or to 
continue intravenous standard therapy. Randomisation was done via a central web-based system, using permuted 
blocks of varying length, and stratified by study centre. The main exclusion criteria were signs and symptoms of 
complicated S aureus bloodstream infection, non-removable foreign devices, and severe comorbidity. The composite 
primary endpoint was the occurrence of any complication related to S aureus bloodstream infection (relapsing 
S aureus bloodstream infection, deep-seated infection, and mortality attributable to infection) within 90 days, assessed 
in the intention-to-treat population by clinical assessors who were masked to treatment assignment. Adverse events 
were assessed in all participants who received at least one dose of study medication (safety population). Due to slow 
recruitment, the scientific advisory committee decided on Jan 15, 2018, to stop the trial after 215 participants were 
randomly assigned (planned sample size was 430 participants) and to convert the planned interim analysis into the 
final analysis. The decision was taken without knowledge of outcome data, at a time when 126 participants were 
enrolled. The new sample size accommodated a non-inferiority margin of 10%; to claim non-inferiority, the upper 
bound of the 95% CI for the treatment difference (stratified by centre) had to be below 10 percentage points. The trial 
is closed to recruitment and is registered with ClinicalTrials.gov (NCT01792804), the German Clinical trials register 
(DRKS00004741), and EudraCT (2013–000577–77).

Findings Of 5063 patients with S aureus bloodstream infection assessed for eligibility, 213 were randomly assigned to 
switch to oral therapy (n=108) or to continue intravenous therapy (n=105). Mean age was 63·5 (SD 17·2) years and 
148 (69%) participants were male and 65 (31%) were female. In the oral switch group, 14 (13%) participants met the 
primary endpoint versus 13 (12%) in the intravenous group, with a treatment difference of 0·7 percentage points 
(95% CI –7·8 to 9·1; p=0·013). In the oral switch group, 36 (34%) of 107 participants in the safety population had at 
least one serious adverse event compared with 27 (26%) of 103 participants in the intravenous group (p=0·29).

Interpretation Oral switch antimicrobial therapy was non-inferior to intravenous standard therapy in participants 
with low-risk S aureus bloodstream infection. However, it is necessary to carefully assess patients for signs and 
symptoms of complicated S aureus bloodstream infection at the time of presentation and thereafter before considering 
early oral switch therapy.
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Introduction 
Staphylococcus aureus bloodstream infection affects 
20–30 people per 100 000 population annually and has a 
3-month mortality of 20–30%.1,2 Metastatic foci, late 

metastatic complications, and relapse are common.3 
Low-risk S aureus bloodstream infection occurs in a 
subset of patients in whom risk factors and the clinical 
course do not suggest elevated risk for the presence or 
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Critères inclusion:
• Hc + S. aureus
• Prélevée <72h
• Patient OK







Update SNAP worldwide

Update 22-12-2023
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Update SNAP worldwide

Update 22-12-2023

91 sites in 8 regions globally
• 1861 in SNAP Platform 
• 2116 in the SNAP Registry 

European inclusions started end of October 2023 (NL, 2 sites)
• 19 inclusions (platform & registry)
• A lot of interest in EOS
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Update SNAP Europe

• Contracts AUS: in place

• Ethical submission in Europe (via CTIS): full approval

• News EU
• Germany: requested funding

adjunctive fosfomycin domain discussed in GTSC
• Sweden: 2 fundings received
• Spain: no funding available, discussions ongoing about

joining in 2024

• France: 2 fundings requests approved at first stage (LOI) 
(2-stage calls, ANRS Rech-MIE & PHRC-N)
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Etat du projet

Budget  
- (1190 k€ pour 500 patients) x 2 
- Budget RENARCI 100 k€ x 2

Faisabilité
- Gros succès !
- Possibilité de participation ‘à la carte’
- Nécessité de sélectionner (16 centres si 1 financement, 32 si 2)
- Limite n°1 = inclusion < 72 h post prélèvement hémoc index
- Atouts: RENARCI (Nathalie Gastellier) + DRC Rennes (Mathilde Ouvrard) 

Stratégie
- Double dépôt (dates limites et formats proches)
- Transparence => Financeur unique = DGOS
- Étude ancillaire pharmaco-éco Française (I Durand-Zaleski, L Kardas)
- Autres études randomisées en cours prioritaires (TEP-Star, Dalicath)
- Mettre le pied dans la porte pour étendre les projets Frenchies !
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