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Endovascular treatment of acute stroke due to large ves-
sel occlusion is undoubtedly extremely effective and nowa-
days the treatment of choice; however, looking at inclusion
criteria of the large randomized clinical trials only highly
selected patient populations were treated to demonstrate ef-
ficacy in these cohorts. In particular, patients with a poor
overall prognosis, e.g. already large infarct reflected by
a low Alberta stroke program early CT score (ASPECTS)
at presentation or a high likelihood of a benign spontaneous
course, e.g., low National Institutes of Health stroke score
(NIHSS) at presentation, have either been excluded or are
underrepresented in these studies. How should these pa-
tients now be handled in clinical practice? Can underpow-
ered post hoc subgroup analysis of trials or observational
single center studies be relied on to answer these questions?
In the past, unexpected results were often experienced when
data from non-randomized studies where later contradicted
in randomized clinical trials. Are patients with large infarct
cores at presentation really being helped or are the numbers
of patients with high disability and a low quality of life just
being increased? Moreover, the additional expenses spent
on these procedures have to be justified. Likewise, are the
outcomes in patients with a very low initial NIHSS com-
pared to the spontaneous course really being improved or
are they being exposed to unnecessary risks in view of
the possible, although luckily rare complications associated
with the intervention?
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To address some of these issues the efficacy and safety of
thrombectomy in stroke with extended lesion and extended
time window: a randomized, controlled trial (TENSION)
was started in 2018 as a randomized controlled trial to as-
sess if patients with a low ASPECTS (3-5) in an extended
time window (up to 12h after symptom onset) treated with
thrombectomy have a better outcome than with best med-
ical treatment alone [1]. Up to 665 subjects from 40 sites
in 8 European countries will be included over 3 years. Key
inclusion criteria include occlusion of the terminal internal
carotid artery (ICA) or M1 segment, ASPECTS 3-5 at pre-
sentation on unenhanced computed tomography (CT) or dif-
fusion-weighted imaging (DWI), moderate to severe stroke
treatable within 12h after symptom onset, age 18-80 years
and absence of severe stenosis in the target vessel. The pri-
mary endpoint is functional outcome assessed by the mod-
ified Rankin scale (MRS) at 90 days (shift analysis). Addi-
tionally, secondary endpoints include the rates of good and
moderate outcomes as well as the rates of early neurolog-
ical improvement and decompressive craniectomy. More-
over, patient-reported health status, quality of life and costs
of treatment will be assessed at 12 months. The TENSION
study is an investigator initiated trial and receives funding
from the European Union’s Horizon 2020 research and in-
novation program.
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