
Efficacy oF Fluoxetine, a randomisEd Controlled Trial in Stroke

UPDATE ON THE EFFECTS TRIAL OF FLUOXETINE FOR STROKE RECOVERY:

AN INVESTIGATOR-LED RANDOMISED CONTROLLED STUDY IN SWEDEN

Animal studies and several small human studies

suggest that fluoxetine improves neurological recovery

after stroke. In contrast, the most recent and largest

fluoxetine study (FOCUS, n=3,127) for stroke recovery

was neutral.

Methods: In this investigator-led RCT, we enrolled non-

depressed stroke patients ≥ 18 years between 2-5 days

after stroke. We included ischaemic or intracerebral

haemorrhage with persisting focal neurological deficits.

Patients were randomised to fluoxetine 20 mg once

daily or placebo capsules for 6 months.

Outcome: The modified Rankin scale at 6-month.

Results: Recruitment began on 20 October 2014. Half

of the 1,500 patients were recruited from 20% of the

centres. The results will be available within one year.

Conclusion: The data from the trial will improve the

external validity and precision of the estimates of the

efficacy and safety of fluoxetine in ischaemic and

haemorrhagic stroke.
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Center Principal Investigator Included, n  
01 Danderyd Ann-Charlotte Laska  
02 KS Solna Bjarni Gudmundsson  
03 Skövde Björn Cederin  
04 Hässleholm Magnus Esbjörnsson  
05 Akademiska Bernice Wiberg  
06 KS, Huddinge Maria Lantz  
07 Mora Jörg Teichert  
08 Falun Magnus Bergmann  
09 Lidköping Lennart Welin  
10 Capio S:t Göran Ulrika Löfmark  
11 Visby Sven-Erik Bysell  
12 Umeå Xiaolei Hu  
13 Kristianstad Axel Andersson  
14 Norrtälje Moa Gunnarsson  
15 Helsingborg Pernilla Sandgren  
16 Malmö Eva Ask  
17 Halmstad Peter Thomasson Sommer  
18 Eskilstuna Bo Danielsson  
19 RSS Liisa Hopia  
20 Lund Andreas Arvidsson  
21 Sundsvall Fredrik Björck  
22 Sahlgrenska Anke Brederlau  
23 Högsbo Trandur Ulfarsson  
24 Stora Sköndal Anna Sjöström  
25 Östersund Magnus Gibson  
26 Alingsås Brita Eklund  
27 Ängelholm Björn Hedström  
28 Sthlm sjukhem Ellinore Richardsson  
29 Örebro Daniel Merrick  
30 NÄL Per Broman  
31 Bromma Max Larsson  
32 Västerås Andreas Ranhem  
33 Dalen Camilla Ronnheden  
34 Lindesberg Martin Johansson  
35 Hudiksvall Anette Onkenhout  
Total   1,500 
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