
Table 1. Stroke and Procedure Characteristics

Parameter n (%)

Combined intravenous rtPA/mechanical thrombectomy 119 (59)

Mechanical thrombectomy only 83 (41)

Time to Treatment n (%)

0 to 3 hours 50 (25.6)

3 to 4.5 hours 74 (37.9)

>4.5 hours 71 (36.4)

Occluded Vessel (per Core Lab)a n (%)

Internal carotid artery terminal 36 (18)

Middle cerebral artery 160 (82)

M1 131 (67)

M2 28 (14)

M3 1 (0.5)b

Procedure Characteristics Mean±SD (n)

Number of passes 1.5±0.7 (202)

Stroke onset to groin puncture (min) 251±99 (195)

Groin puncture to balloon catheter placement (min) 15±10 (193)

Balloon catheter placement to TICI 2b/3 or final digital 
subtraction angiogram (min)

29±27 (194)

a6 patients could not be evaluated due to incomplete data. bProtocol violation. 
rtPA=recombinant tissue plasminogen activator; SD=standard deviation; TICI=thrombolysis 
in cerebral infarction.

A total of 188 patients (93%) completed the 90-day 
follow-up and 14 (7%) died. Per the core lab, 160 patients 
(79%) met the primary endpoint of revascularization 
(thrombolysis in cerebral infarction score ≥2b) within 
3 passes; 12 patients with missing endpoint data were 
counted as failures. Eighteen patients (9%) required 
rescue therapy, and 57.9% had a favorable outcome 
(mRS score ≤2) at 90 days (Figure 1). Per adjudication 
by Clinical Events Committee, 38 patients (18.8%) 
experienced symptomatic intracranial hemorrhage 
within 24 hours of the procedure. Fifteen patients 
(7.4%) had a device- or procedure-related serious 
adverse event.

Prof. Pereira said, “This nonrandomized prospective 
study suggests that treatment with the Solitaire FR 
device for intracranial anterior circulation strokes by 
comprehensive and experienced stroke centers results 
in a low risk of clinically relevant procedural and device 
related complications, high revascularization rates, 
and good clinical outcomes.” These results support the 
further investigation of this device in a randomized 
controlled trial against best medical treatment.

Figure 1. Modified Rankin Scale Distribution at 90 Days

mRS=modified Rankin Scale. 

Reproduced with permission from VM Pereira, MD, MSc.

Clopidogrel Plus Aspirin Reduces 
Risk of Recurrent Stroke: The 
CHANCE Trial
Written by Phill Vinall

Transient ischemic attack (TIA) and minor stroke are 
common cerebrovascular disorders after which there is 
a high risk of recurrent stroke. Results from the recently 
completed Clopidogrel in High-Risk Patients with Acute 
Nondisabling Cerebrovascular Events study [CHANCE] 
indicate that an early period of clopidogrel plus aspirin 
reduces the risk of recurrent stroke in these patients 
without increasing bleeding compared with aspirin alone. 

The objective of the CHANCE study was to assess the 
effects an early 21-day period of clopidogrel plus aspirin 
versus aspirin alone on reducing the risk of a new stroke 
when initiated within 24 hours of symptom onset in 
patients with minor stroke (National Institutes of Health 
Stroke Score [NIHSS] ≤3) or TIA (ABCD2 score ≥4). The study 
design has been published [Wang Y et al. Am Heart J 2010]. 
Yongjun Wang, MD, Beijing Tian Tan Hospital, Beijing, 
China, presented the 3-month results.

Study participants (n=5170) were randomly assigned 
to receive clopidogrel (loading dose of 300 mg then  
75 mg/day for up to 3 months) plus aspirin (75 mg/day 
for 21 days; n=2584) or aspirin (75 mg/day for 3 months) 
plus placebo (n=2586). The primary efficacy outcome was 
the percentage of new strokes (ischemic or hemorrhagic) 
at 3 months. The secondary efficacy outcome was a 
combination of new clinical vascular events (ischemic 
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stroke, hemorrhagic stroke, myocardial infarction, or vascular 
death) at 3 months. The primary safety outcome was combined 
moderate and severe bleeding, according to the GUSTO 
definition. Other safety outcomes included intracranial 
hemorrhage, total mortality, and adverse events (including 
serious adverse events). Study visits were performed on the day 
of randomization at Day 21 and Day 90. 

Subjects were mean 62.5 years of age and mostly men. 
Approximately 72% of the enrolled patients had minor 
stroke; mean time to randomization was 13 hours. At 
3 months, the risk of recurrent stroke was significantly 
lower among patients assigned to clopidogrel plus aspirin 
compared with those receiving aspirin alone (HR, 0.68; 
95% CI, 0.57 to 0.81; p<0.001). More patients on the dual 
regimen were also free of the secondary outcome of 
combined events (HR, 0.69; 95% CI, 0.58 to 0.82; p<0.001). 
Patients on the dual regimen were also less likely to 
experience a recurrent ischemic stroke (7.9% vs 11.4%; 
HR, 0.67; 95% CI, 0.56 to 0.81; p<0.0001). The differences 
on the remaining secondary outcomes of hemorrhagic 
stroke, myocardial infarction, and cardiovascular death 
were not statistically different. There was no difference 
in the rates of severe, moderate, or mild bleeding, or 
death from any cause. As the greatest separation of the  
2 treatment arms appeared to occur during the first 21 days 
post stroke, the authors suggested that the early period of 
dual antiplatelet therapy may have been the major cause 
of superior outcome.

Reversal of Chronic Hypoperfusion 
to Improve Cognitive Function: The 
RECON Trial
Written by Emma Hitt, PhD

Carotid artery disease is thought to be one of the causes 
of cognitive dysfunction, but treatment of the associated 
cerebral blood flow impairment has never been tested in a 
randomized controlled trial [Marshall RS et al. Neurology 
2012]. Randolph S. Marshall, MD, MS, Columbia University 
Medical Center, New York, New York, USA, reported the 
results of the Randomized Evaluation of Carotid Occlusion 
and Neurocognition trial [RECON; NCT00390481].

The RECON trial randomized 41 patients with complete 
internal carotid artery occlusion and hemispheral transient 
ischemic attack (TIA) or minor stroke in the territory of the 
carotid occlusion within 120 days prior to enrollment and 
positron emission tomography (PET) oxygen extraction 
fraction (OEF) >1.13, indicating stage II hemodynamic 
failure. Patients had no prior diagnosis of dementia, Barthel 
index ≥12/20 at the time of enrollment, and an education 
level >4 years.

Patients were randomized to receive surgical 
extracranial-intracranial (EC-IC) bypass plus best medical 
therapy or medical therapy alone to determine if reversing 
chronic hypoperfusion with EC-IC bypass can improve 
cognitive function or prevent its decline. Patients in 
the surgical arm underwent PET 30 days after surgery 
to measure OEF ratio. There were no differences in the 
baseline characteristics of the surgical and medical arms.

All patients received 14 standardized tests as part of 
the neurocognitive exam at baseline and after 2 years. 
Left hemisphere-specific, right hemisphere-specific, and 
global tests were included. Individual tests were Z-scored 
based on age- and education-matched norms. Composite 
Z-scores for each patient were determined based on the 
average Z-score for left hemisphere plus global test scores if 
the patient had left carotid occlusion, and right hemisphere 
plus global scores if the patient had right carotid occlusion.

At baseline, there was no difference in cognitive scores 
between the groups, but the average neurocognitive 
composite Z-score across all patients was 1.2 standard 
deviations below the age- and education-adjusted mean 
(range, –3.7 to –0.3). There was a slight, but not significant, 
improvement in cognitive score over 2 years for both 
groups, but no significant difference was found between the 
surgical and medical arms (Table 1).

Table 1. Unadjusted Cognitive Outcomes by Treatment Group

Medical (n=15)
Surgical 
(n=13) p Value

Change in composite 
neurocog Z-score

0.2  
(SE=0.14)

0.02  
(SE=0.25)

0.5  
[two-sample  

t test]

p Value 0.17  
[paired t test]

0.9  
[paired test]

In the univariate analysis of factors correlating with 
cognitive change, presentation with a TIA rather than a 
stroke (p=0.01), improvement of depression over the 2 
years (p=0.02), and a better baseline PET OEF ratio (p=0.04) 
were associated with cognitive improvement. The first 2 
variables were significant in multiple regression.

In the surgical group, the OEF dropped from 1.24 to 
1.14. Only 3 out of 13 surgical patients had 30-day PET OEF 
ratios ≤1.13, and none of the 13 patients achieved an OEF 
ratio <1.067, which is considered the upper limit of normal. 
Thus, hemodynamic normalization was not achieved by 
EC-IC bypass in the RECON cohort.

Dr. Marshall concluded that there was "no evidence 
to support superiority of EC-IC bypass surgery plus best 
medical therapy in preserving or improving cognition over 
medical therapy alone in patients with recently symptomatic 
carotid artery occlusion and stage II hemodynamic failure." 
Further investigation with medical interventions or more 
effective reperfusion interventions is needed.
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