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EFFEC
TS –

vad är nytt
1.

N
y m

ekanism

2.
G

äller både ischem
isk och hem

orrhagisk stroke

3.
Enkel att vara m

ed i

4.
O

m
 effekt –

kan det börja användas direkt

5.
Billig –

300 kronor för 6 m
ånader

6.
Vi välkom

nar alla center att ansöka om
 att bli center i vad 

som
 kom

m
er att bli Sveriges genom

 tidernas största 

random
iserade kontrollerade strokestudie
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EFFEC
TS fråga

Förbättrar 20 m
g fluoxetin

x 1 under 6 m
ånader

strokepatienternas funktionsförm
åga?

Prim
ärt utfallsm

ått:  m
odifierad R

ankin
Scale
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För få akuta behandlingar

Endast fyra akutbehandlingar är evidensbaserade.Beräkningarna i texttabellen baseras på att 85 procent av alla 
stroke beror på en propp m

ed åtföljande ischem
isk stroke, sam

t på hur behandlingarna utnyttjas i Sverige. 
5
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Tänkbara m
ekanism

er
Placticitetsökande

1.N
eurogenes

V
id djurförsök sker nybildning och återväxt av nervceller

2.N
europrotektion

K
opplat till anti-inflam

m
atoriska egenskaper

3.Påverkan av det adrenerga
system

et
K

opplat till välm
ående vid fluoxetinbehandling?                               6
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Sum
m

ary
Background H

em
iplegia and hem

iparesis are the m
ost com

m
on defi cits caused by stroke. A

 few
 sm

all clinical trials 
suggest that fl uoxetine enhances m

otor recovery but its clinical effi  cacy is unknow
n. W

e therefore aim
ed to investigate 

w
hether fl uoxetine w

ould enhance m
otor recovery if given soon after an ischaem

ic stroke to patients w
ho have 

m
otor defi cits.

M
ethods In this double-blind, placebo-controlled trial, patients from

 nine stroke centres in France w
ho had ischaem

ic 
stroke and hem

iplegia or hem
iparesis, had Fugl-M

eyer m
otor scale (FM

M
S) scores of 55 or less, and w

ere aged 
betw

een 18 years and 85 years w
ere eligible for inclusion. Patients w

ere random
ly assigned, using a com

puter 
random

-num
ber generator, in a 1:1 ratio to fl uoxetine (20 m

g once per day, orally) or placebo for 3 m
onths starting 

5–10 days after the onset of stroke. A
ll patients had physiotherapy. The prim

ary outcom
e m

easure w
as the change on 

the FM
M

S betw
een day 0 and day 90 after the start of the study drug. Participants, carers, and physicians assessing 

the outcom
e w

ere m
asked to group assignm

ent. A
nalysis w

as of all patients for w
hom

 data w
ere available (full 

analysis set). This trial is registered w
ith C

linicalTrials.gov, num
ber N

C
T00657163.

Findings 118 patients w
ere random

ly assigned to fl uoxetine (n=59) or placebo (n=59), and 113 w
ere included in the 

analysis (57 in the fl uoxetine group and 56 in the placebo group). Tw
o patients died before day 90 and three w

ithdrew
 

from
 the study. FM

M
S im

provem
ent at day 90 w

as signifi cantly greater in the fl uoxetine group (adjusted m
ean 

34·0 points [95%
 C

I 29·7–38·4]) than in the placebo group (24·3 points [19·9–28·7]; p=0·003). The m
ain adverse 

events in the fl uoxetine and placebo groups w
ere hyponatraem

ia (tw
o [4%

] vs tw
o [4%

]), transient digestive disorders 
including nausea, diarrhoea, and abdom

inal pain (14 [25%
] vs six [11%

]), hepatic enzym
e disorders (fi ve [9%

] vs ten 
[18%

]), psychiatric disorders (three [5%
] vs four [7%

]), insom
nia (19 [33%

] vs 20 [36%
]), and partial seizure (one 

[<1%
] vs 0).

Interpretation In patients w
ith ischaem

ic stroke and m
oderate to severe m

otor defi cit, the early prescription of 
fl uoxetine w

ith physiotherapy enhanced m
otor recovery after 3 m

onths. M
odulation of spontaneous brain plasticity 

by 
drugs 

is 
a 

prom
ising 

pathw
ay 

for 
treatm

ent 
of 

patients 
w

ith 
ischaem

ic 
stroke 

and 
m

oderate 
to 

severe m
otor defi cit.
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Introduction
Throm

bolysis w
ith alteplase given w

ithin the fi rst few
 

hours of an ischaem
ic stroke has long been the only 

treatm
ent 

recognised 
to 

im
prove 

the 
spontaneous 

recovery of neurological functions. H
ow

ever, w
e have 

learnt over the past decade, by use of neuroim
aging and 

electrophysiological 
techniques, 

that 
spontaneous 

recovery of neurological functions is associated w
ith a 

large 
intracerebral 

reorganisation 
of 

the 
dam

aged 
hum

an brain.
Various interventions, such as m

onoam
inergic drugs, 

have been show
n to m

odulate brain plasticity after a 
stroke and to reduce the residual neurological defi cit and 
subsequent disability. 1–3 A

m
phetam

ines have enhanced 
recovery in anim

al m
odels of acute brain lesions, w

hereas 
neuroleptic drugs or benzodiazepines have reduced it. 1–3 
Little evidence exists for the effi  cacy of serotonin-reuptake 
inhibitors in studies of anim

als, but these inhibitors have 
an acute neuroprotective action on the ischaem

ic brain 

and prom
ote hippocam

pal neurogenesis. 4–6 In clinical 
trials of am

phetam
ine in patients w

ith stroke, either no 
positive eff ect w

as noted on the recovery of m
otor function 

or the results w
ere contradictory. 7–11 The few

 sm
all clinical 

trials of serotonin-reuptake inhibitors that have been 
reported (table 1) all suggest that drugs of this type m

ight 
have a positive eff ect. 13–16 U

se of functional M
R

I in other 
studies 

show
ed 

that 
single 

doses 
of 

fl uoxetine 
and 

paroxetine overactivated m
otor cortices com

pared w
ith 

placebo in both healthy individuals and patients w
ith 

stroke, and use of transcranial m
agnetic stim

ulation 
show

ed that cortex overactivation w
as associated w

ith 
drug-induced cortex hyperexcitability. 12

In the fl uoxetine in m
otor recovery of patients w

ith 
acute ischaem

ic stroke (FLA
M

E) trial, w
e aim

ed to test 
w

hether a 3-m
onth treatm

ent w
ith fl uoxetine w

ould 
enhance 

m
otor 

recovery 
w

hen 
given 

early 
after 

an 
ischaem

ic stroke to patients w
ith m

oderate to severe 
m

otor defi cits.

17 %
 bättre funktionsnivå 
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•
A

kadem
ikerdriven, dubbelblind, placebokontrollerad

•
O

n-line-random
isering och eC

R
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•
32 center i S

verige (m
ålbild 35)

•
592 inkluderade patienter (18 jan 2016)

•
M
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•
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CENTER	I	EFFECTS
Först	inklusion

Antal	18/1-17
1.	Danderyds	sjukhus

2014-11-11
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2.	Karolinska	sjukhuset,	Solna
2014-10-20

67
3.	Skaraborgs	sjukhus,	Skövde

2015-03-05
41

4.	Hässleholm
s	sjukhus

2015-03-23
28

5.	Akadem
iska	sjukhuset

2015-04-20
34

6.	Karolinska	sjukhuset,	Huddinge
2015-04-08

13
7.	M

ora	lasarett
2015-04-15

38
8.	Falu	lasarett

2015-05-13
11

9.	Skaraborgs	sjukhus,	Lidköping
2015-10-06

10
10.	Capio	St	G

öran
2015-06-24

37
11.	Visby	lasarett

2015-11-04
7

12.	N
orrlands	U

niversitetssjukhus
2015-09-22

9
13.	Centralsjukhuset	Kristianstads

2015-09-24
10

14.	N
orrtälje	sjukhus

2015-12-09
1

15.	Helsingborgs	lasarett
2015-11-18

13
16.	Skånes	U

niversitetssjukhus	M
alm

ö
2015-12-18

13
17.	Hallands	sjukhus,	Halm

stad
2015-12-01

25
18.	M

älarsjukhuset	Eskilstuna
2015-22-23

8
19.	Rehabstation	Stockholm

2015-11-24
4

20.	Skånes	U
niversitetssjukhus	Lund

2016-02-29
5

21.	Sundsvalls	sjukhus
2015-12-18

49
22.	Sahlgrenska	U

niversitetssjukhuset
2015-04-15

9
23.	Högsbo	rehabiliteringssjukhus

2016-03-04
2

24.	Stora	Sköndal	neurologiska	rehabilitering
2016-01-22

9
25.	Ö

stersunds	sjukhus
2016-03-10

16
26.	Alingsås	lasarett

2016-02-25
19

27.	Ängelholm
s	lasarett

2016-03-15
12

28.	Stockholm
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2016-04-04
9

29.	Ö
rebro	U

niversitetssjukhus
2016-10-10

4
30.	N

orra	Älvsborgs	Länssjukhus
2016-12-03

3
31.	Brom

m
ageriatiken

2016-11-24
1

32.	Västerås
2017-01-18

1
33.	Dagens	sjukhus	(går	m

ed	VT	-17)
xxxx

SU
M
M
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Initieringsm
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förda
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S
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D
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34)
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ed)
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Enköping (intitieringsm

öte
9 dec, vi hoppas på)

36)
Sollefteå (intitieringsm

öte
19 jan)

37)
H

udiksvall (initieringsm
öte 20 jan)
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Sum
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Background H

em
iplegia and hem

iparesis are the m
ost com

m
on defi cits caused by stroke. A

 few
 sm

all clinical trials 
suggest that fl uoxetine enhances m

otor recovery but its clinical effi  cacy is unknow
n. W

e therefore aim
ed to investigate 

w
hether fl uoxetine w

ould enhance m
otor recovery if given soon after an ischaem

ic stroke to patients w
ho have 

m
otor defi cits.

M
ethods In this double-blind, placebo-controlled trial, patients from

 nine stroke centres in France w
ho had ischaem

ic 
stroke and hem

iplegia or hem
iparesis, had Fugl-M

eyer m
otor scale (FM

M
S) scores of 55 or less, and w

ere aged 
betw

een 18 years and 85 years w
ere eligible for inclusion. Patients w

ere random
ly assigned, using a com

puter 
random

-num
ber generator, in a 1:1 ratio to fl uoxetine (20 m

g once per day, orally) or placebo for 3 m
onths starting 

5–10 days after the onset of stroke. A
ll patients had physiotherapy. The prim

ary outcom
e m

easure w
as the change on 

the FM
M

S betw
een day 0 and day 90 after the start of the study drug. Participants, carers, and physicians assessing 

the outcom
e w

ere m
asked to group assignm

ent. A
nalysis w

as of all patients for w
hom

 data w
ere available (full 

analysis set). This trial is registered w
ith C

linicalTrials.gov, num
ber N

C
T00657163.

Findings 118 patients w
ere random

ly assigned to fl uoxetine (n=59) or placebo (n=59), and 113 w
ere included in the 

analysis (57 in the fl uoxetine group and 56 in the placebo group). Tw
o patients died before day 90 and three w

ithdrew
 

from
 the study. FM

M
S im

provem
ent at day 90 w

as signifi cantly greater in the fl uoxetine group (adjusted m
ean 

34·0 points [95%
 C

I 29·7–38·4]) than in the placebo group (24·3 points [19·9–28·7]; p=0·003). The m
ain adverse 

events in the fl uoxetine and placebo groups w
ere hyponatraem

ia (tw
o [4%

] vs tw
o [4%

]), transient digestive disorders 
including nausea, diarrhoea, and abdom

inal pain (14 [25%
] vs six [11%

]), hepatic enzym
e disorders (fi ve [9%

] vs ten 
[18%

]), psychiatric disorders (three [5%
] vs four [7%

]), insom
nia (19 [33%

] vs 20 [36%
]), and partial seizure (one 

[<1%
] vs 0).

Interpretation In patients w
ith ischaem

ic stroke and m
oderate to severe m

otor defi cit, the early prescription of 
fl uoxetine w

ith physiotherapy enhanced m
otor recovery after 3 m

onths. M
odulation of spontaneous brain plasticity 

by 
drugs 

is 
a 

prom
ising 

pathw
ay 

for 
treatm

ent 
of 

patients 
w

ith 
ischaem

ic 
stroke 

and 
m

oderate 
to 

severe m
otor defi cit.
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Introduction
Throm

bolysis w
ith alteplase given w

ithin the fi rst few
 

hours of an ischaem
ic stroke has long been the only 

treatm
ent 

recognised 
to 

im
prove 

the 
spontaneous 

recovery of neurological functions. H
ow

ever, w
e have 

learnt over the past decade, by use of neuroim
aging and 

electrophysiological 
techniques, 

that 
spontaneous 

recovery of neurological functions is associated w
ith a 

large 
intracerebral 

reorganisation 
of 

the 
dam

aged 
hum

an brain.
Various interventions, such as m

onoam
inergic drugs, 

have been show
n to m

odulate brain plasticity after a 
stroke and to reduce the residual neurological defi cit and 
subsequent disability. 1–3 A

m
phetam

ines have enhanced 
recovery in anim

al m
odels of acute brain lesions, w

hereas 
neuroleptic drugs or benzodiazepines have reduced it. 1–3 
Little evidence exists for the effi  cacy of serotonin-reuptake 
inhibitors in studies of anim

als, but these inhibitors have 
an acute neuroprotective action on the ischaem

ic brain 

and prom
ote hippocam

pal neurogenesis. 4–6 In clinical 
trials of am

phetam
ine in patients w

ith stroke, either no 
positive eff ect w

as noted on the recovery of m
otor function 

or the results w
ere contradictory. 7–11 The few

 sm
all clinical 

trials of serotonin-reuptake inhibitors that have been 
reported (table 1) all suggest that drugs of this type m

ight 
have a positive eff ect. 13–16 U

se of functional M
R

I in other 
studies 

show
ed 

that 
single 

doses 
of 

fl uoxetine 
and 

paroxetine overactivated m
otor cortices com

pared w
ith 

placebo in both healthy individuals and patients w
ith 

stroke, and use of transcranial m
agnetic stim

ulation 
show

ed that cortex overactivation w
as associated w

ith 
drug-induced cortex hyperexcitability. 12

In the fl uoxetine in m
otor recovery of patients w

ith 
acute ischaem

ic stroke (FLA
M

E) trial, w
e aim

ed to test 
w

hether a 3-m
onth treatm

ent w
ith fl uoxetine w

ould 
enhance 

m
otor 

recovery 
w

hen 
given 

early 
after 

an 
ischaem

ic stroke to patients w
ith m

oderate to severe 
m

otor defi cits.

17 %
 bättre funktionsnivå 
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score at inclusion (table 3). The gain w
as signifi cant for 

both the upper and the low
er lim

b scores. The adjusted 
m

ean FM
M

S total score w
as signifi cantly higher at day 90 

in 
the 

fl uoxetine 
group 

than 
in 

the 
placebo 

group 
(fi gure 2).

3 m
onths after the stroke, N

IH
SS total score did not 

signifi cantly diff er in the fl uoxetine and control groups, 
w

hereas the m
otor com

ponent score w
as signifi cantly 

higher in the fl uoxetine group (table 4). H
ow

ever, after 
controlling for age, history of stroke, and FM

M
S score at 

baseline, the probability of having a N
IH

SS score of 0–5  
did not signifi cantly diff er betw

een groups. Independence 
in activities of daily life, m

easured by use of m
R

S, 
im

proved during treatm
ent in both groups, but at day 90 

the 
proportion 

of 
independent 

patients 
(m

R
S 

scores 0, 1, or 2) adjusted for centre, age, history of stroke, 
and m

R
S score at baseline w

as signifi cantly higher in the 
fl uoxetine 

group 
than 

in 
the 

control 
group 

(table 4; fi gure 3).
The distribution of the M

A
D

R
S scores did not diff er 

signifi cantly betw
een the fl uoxetine and control groups 

at inclusion or at day 90, w
hereas the adjusted m

ean 
change in M

A
D

R
S scores betw

een day 0 and day 90 w
as 

signifi cantly low
er in the fl uoxetine group than in the 

placebo group (table 4). M
oreover, the frequency of 

depression w
as signifi cantly higher in the placebo group 

(17 [29%
] patients) than in the fl uoxetine group (four [7%

] 
patients; p=0·002).

A
fter adjustm

ent of our analysis for clinical depression 
diagnosed before day 90, w

e noted that FM
M

S change 
betw

een day 0 and day 90 w
as still signifi cantly greater in 

the fl uoxetine group (adjusted m
ean 34·2 points [95%

 C
I 

29·7–38·6]) than in the placebo group (24·2 [19·6–28·7]; 
p=0·004). In a sensitivity analysis of the subgroup of 
patients w

ho w
ere not given throm

bolysis (n=36 in 
fl uoxetine group, n=40 in placebo), im

provem
ent in 

FM
M

S w
as still signifi  cantly higher in the fl uoxetine 

group (37·7 [32·0–43·3]) than in the placebo group 
(24·4 [19·1–29·7]; p=0·002).

Tw
o patients died (one in each group; fi gure 1). The 

cause of death w
as related to their neurological disorder 

(septic shock, respiratory distress; fi gure 1). The m
ain 

adverse events w
ere hyponatraem

ia, transient digestive 
disorders including nausea, diarrhoea, and abdom

inal 
pain, hepatic enzym

e disorders, psychiatric disorders, 
insom

nia, and partial seizure (table 5). Tw
o of the adverse 

events 
in 

the 
fl uoxetine 

group 
w

ere 
serious 

(one hyponatraem
ia and one partial seizure). Transient 

digestive disorders w
ere m

ore frequent in the fl uoxetine 
group (p=0·19). Treatm

ent w
as not interrupted in patients 

w
ith adverse events.

Discussion
W

e noted a positive eff ect on m
otor recovery in patients 

w
ith 

acute 
ischaem

ic 
stroke 

w
ho 

w
ere 

treated 
w

ith 
fl uoxetine for 3 m

onths. This eff ect, assessed as a change 
in FM

M
S score betw

een day 0 and day 90, w
as noticeable 

in the FM
M

S subscores for both the upper and the low
er 

lim
b at day 90. By contrast, no eff ect w

as noted w
ith 

N
IH

SS at day 90. H
ow

ever, N
IH

SS m
otor com

ponent 
score at day 90 w

as low
er in the fl uoxetine group than in 

the placebo group, in agreem
ent w

ith the data for FM
M

S 
scores. 

The 
m

R
S 

scores 
show

ed 
m

ore 
independent 

patients (scores 0–2) in the fl uoxetine group than in the 
placebo group at day 90, w

hich, w
hen com

bined w
ith the 

effi  cacy of fl uoxetine, confi rm
s the m

ajor role of m
otor 

function 
recovery 

in 
global 

recovery 
and 

return 
to 

independent activities of everyday life.
R

esults from
 som

e early and m
ore recent studies 

suggested that a tight coupling betw
een physiotherapy 

and drug therapy w
as necessary for benefi cial m

otor 
changes. 7–11 In our study, all patients w

ere adm
itted to a 

dedicated stroke unit and w
ere all included in the local 

daily inpatient m
anagem

ent. Som
e w

ere given acute 

Figure 3: Distribution of m
odifi ed Rankin scale scores at day 90

Data are num
ber (%
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). *Five adverse events in four patients. †Six adverse events in 
fi ve patients. ‡Four adverse events in three patients.

Table 5: Adverse events

C
hollet F et al. Fluoxetine for m

otor recovery after acute ischaem
ic stroke (FLA

M
E): a 

random
ised placebo-controlled trial. Lancet N

eurol. 2011 Feb;10(2):123-30.
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(17 [29%
] patients) than in the fl uoxetine group (four [7%
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fter adjustm
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diagnosed before day 90, w

e noted that FM
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S change 
betw

een day 0 and day 90 w
as still signifi cantly greater in 

the fl uoxetine group (adjusted m
ean 34·2 points [95%
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29·7–38·6]) than in the placebo group (24·2 [19·6–28·7]; 
p=0·004). In a sensitivity analysis of the subgroup of 
patients w

ho w
ere not given throm

bolysis (n=36 in 
fl uoxetine group, n=40 in placebo), im

provem
ent in 

FM
M

S w
as still signifi  cantly higher in the fl uoxetine 

group (37·7 [32·0–43·3]) than in the placebo group 
(24·4 [19·1–29·7]; p=0·002).
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cause of death w
as related to their neurological disorder 
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adverse events w
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e disorders, psychiatric disorders, 
insom

nia, and partial seizure (table 5). Tw
o of the adverse 
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in 

the 
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group 
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ia and one partial seizure). Transient 
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ore frequent in the fl uoxetine 
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as not interrupted in patients 
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Discussion
W

e noted a positive eff ect on m
otor recovery in patients 

w
ith 

acute 
ischaem

ic 
stroke 

w
ho 

w
ere 

treated 
w

ith 
fl uoxetine for 3 m

onths. This eff ect, assessed as a change 
in FM

M
S score betw

een day 0 and day 90, w
as noticeable 

in the FM
M

S subscores for both the upper and the low
er 

lim
b at day 90. By contrast, no eff ect w

as noted w
ith 

N
IH

SS at day 90. H
ow

ever, N
IH

SS m
otor com

ponent 
score at day 90 w

as low
er in the fl uoxetine group than in 

the placebo group, in agreem
ent w

ith the data for FM
M

S 
scores. 

The 
m

R
S 

scores 
show

ed 
m

ore 
independent 

patients (scores 0–2) in the fl uoxetine group than in the 
placebo group at day 90, w

hich, w
hen com

bined w
ith the 

effi  cacy of fl uoxetine, confi rm
s the m

ajor role of m
otor 

function 
recovery 

in 
global 

recovery 
and 

return 
to 

independent activities of everyday life.
R

esults from
 som

e early and m
ore recent studies 

suggested that a tight coupling betw
een physiotherapy 

and drug therapy w
as necessary for benefi cial m

otor 
changes. 7–11 In our study, all patients w

ere adm
itted to a 

dedicated stroke unit and w
ere all included in the local 

daily inpatient m
anagem

ent. Som
e w

ere given acute 

Figure 3: Distribution of m
odifi ed Rankin scale scores at day 90

Data are num
ber (%

).

0
80

60
40

20
100

Percentage of patients

22 (39%
)

26 (46%
)

4 (7%
)

1 (2%
)

3 (5%
)

21 (37%
)

18 (32%
)

12 (21%
)

3 (5%
)

3 (5%
)

Fluoxetine 
(n=57)

Placebo
(n=56)

1
5

4
3

2
Score

Fluoxetine (n=57)
Placebo (n=56)

Hyponatraem
ia

2 (4%
)

2 (4%
)

N
ausea

5 (9%
)

0

Diarrhoea
7 (12%

)
4* (7%

)

Abdom
inal pain

2 (4%
)

2 (4%
)

Hepatic enzym
e disorders

5† (9%
)

10 (18%
)

Psychiatric disorders
3‡ (5%

)
4 (7%

)

Insom
nia

19 (33%
)

20 (36%
)

Partial seizure
1 (2%

)
0

Data are num
ber (%

). *Five adverse events in four patients. †Six adverse events in 
fi ve patients. ‡Four adverse events in three patients.

Table 5: Adverse events
C

hollet F et al. Fluoxetine for m
otor recovery after acute ischaem

ic stroke (FLA
M

E): a random
ised placebo-

controlled trial. Lancet N
eurol. 2011 Feb;10(2):123-30.

18



M
ead G

E, H
sieh C

F, Lee R
, Kutlubaev M

A, C
laxton A, H

ankey G
J, H

ackett M
L. Selective 

serotonin reuptake inhibitors (SSR
Is) for stroke recovery. C

ochrane D
atabase of System

atic 
R

eview
s 2012, Issue 1

19



M
ead G

E, H
sieh C

F, Lee R
, Kutlubaev M

A, C
laxton A, H

ankey G
J, H

ackett M
L. 

Selective serotonin reuptake inhibitors (SSR
Is) for stroke recovery. C

ochrane 
D

atabase of System
atic R

eview
s 2012, Issue 1

Slutsatser
SSR

Is förefaller öka andelen oberoende och m
inska depression och 

ångest efter stroke. M
en studierna är heterogena

.

D
et krävs stora väldesignade studier för att avgöra om

 m
an rutinm

ässigt ska 

ge SSR
I till patienter m

ed stroke.
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In
klu

sion
skriterier

1. Å
lder ≥

 18 år

2. Inform
erat skriftligt sam

tycke

a) Patienten har själv skrivit på m
edgivandet 

b) V
ia annan person; dvs patienten är beslutskapabel m

en kan inte ge sitt skriftliga 

sam
tycke 

3. R
adiologisk undersökning av hjärnan förenlig m

ed hem
orrhagisk

eller ischem
isk 

stroke. En norm
al D

T av hjärnan är förenlig m
ed ischem

isk stroke. 

4. K
an random

iseras 2 till 15 dagar efter strokeinsjuknandet. D
agen för 

strokeinsjuknandet =
 dag 0.

5. K
varstående kliniskt signifikanta bortfallssym

tom
 tillräckliga för att m

otivera 6 

m
ånaders studiebehandling enligt patienten och den behandlade läkarens bedöm

ning 

sam
t villig att ta studieläkem

edlet under 6 m
ånaders tid

O
bunden akadem

ikerdriven placebokontrollerad R
C

T
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Exklu
sion

skriterier

1. S
ubaraknoidalblödning

2. Ej m
öjlig att följa upp i 12 m

ånader, t.ex. livshotande sjukdom
eller planerad m

igration  

3. O
förm

åga att tala svenska eller saknar närstående som
 kan hjälpa till m

ed att fylla i frågeform
ulär.

4. G
ravid eller am

m
ande. Fertil kvinna ska ha fungerande antikonceptionsm

edel, m
inst peroral 

antikonception. En kvinna i fertil ålder m
åste ta graviditetstest (S

-hC
G

) före
inkludering i studien sam

t 
efter

avslutande av studieläkem
edlet

5.
A
nam

nes på epileptiska
kram

panfall.

6. Tidigare läkem
edelsöverdos i självskadesyfte eller självm

ordsförsök.

7.
Ö

verkänslighet eller kontraindikationer m
ot fluoxetin, inkluderande: 

-
nedsatt leverfunktion (S

-A
LAT >

 3 gånger av det övre referensom
rådet för det lokala laboratoriet)

-
nedsatt njurfunktion (S

-kreatinin
>

180 m
ikrom

ol/L).
8. Pågående behandling som

 har allvarlig interaktion m
ed S

S
R
I. S

am
tidig behandling m

ed M
onoam

in
oxidas-häm

m
are (M

A
O

-häm
m

are) kan leda till livshotande interaktioner. I det fall m
an vill påbörja 

behandling m
ed M

A
O

-häm
m

are av patient som
 varit inkluderad i studien, m

åste m
an avvakta 5 veckor.

9. Pågående depression, eller depression den senaste m
ånaden som

 krävt S
S
R
I-behandling.

10.
S
am

tidigt deltagande i annan klinisk behandlingsstudie (C
TIM

P). 
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Patienter som
 inte kan svälja

Läkem
edlet kan ges i v-sond eller PEG

¡
Ö

ppna kapseln och blanda innehållet m
ed 30 m

l vatten 

¡
G

e lösningen via sonden

¡
Efterspola m

ed 30 m
l vatten 

Kan
ges

iläm
plig

föda
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Varje
patient fårtvå

burkar.
100 kapslarivarje

burk
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T
id
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u

n
kt

U
p

p
fö

ljn
in

g
/syfte/

tid
såtg

ån
g/

lo
kaltvs cen

tralt

1 vecka
Telefon.H

ur patienten m
år. Följsam

het. 5-10 m
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K
A
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1 m
ånad

Telefon.H
ur patienten m

år. Följsam
het. 5-10 m

in. LO
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A
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3 m
ånader

Å
terbesök. D

epressionsskattning. 30 m
inuter. LO

K
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epression (D
S

M
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A

D
R

S
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A
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S
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m

m
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K

A
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inuter., S
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, m

R
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 C
E

N
T

R
A
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.

7 m
ånader

Telefon.H
ur patienten m

år. 5-10 m
in. LO

K
A
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12 m
ånader

Enkät. 30 m
inuter. C

E
N

T
R

A
LT
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# Adverse Event (AE)

# Serious Adverse Event (SAE)

# Suspected Unexpected Serious Adverse    
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U
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Ö
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N
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•
S

m
ärtsam
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•
Trycksår

•
S

pasticitet eller kontraktur

R
apportera inte förväntade kom

plikationer till stroke



R
apportera inte kända biverkningar av fluoxetin
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Rapportera
(vi frågarspecifiktefterdetta):

•
A
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N
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•
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•
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Serious Adverse Event (SAE)
# 1 Ledertill döden

# 2 Livshotande
# 3 Ledertill sjukhusinläggning

ellerförlängersjukhusvistelsen

# 4 R
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ellerbetydande
funktionsnedsättning

# 5 O
m

 patient varitgravid och
m
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födelse
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anom

alier
ellerdetföreligger
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m

ed förlossning
ellerefterfödelse
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m
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M
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till studieledningen

via e-post.
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Suspected Unexpected Serious Adverse 

Reaction (SUSAR)

H
eltoväntad

allvarlig
sidoeffektsom

m
ed största

sannolikhet
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studiebehandligen. 
O

väntad
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ejm
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én
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