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Background

• Assess Safety and Efficacy of iv Alteplase
• EU safety assessment by comparison with 

pooled randomised trial data
• Condition for license in EU



Method

• 6483 patients in 285 centres, 14 countries
• 50% little prev experience thrombolysis
• 2002 – 2006
• Prospective, open, monitored, 

observational
• Comparison of experienced centres (<5 

treatments or involvement in studies) and 
‘new’ to thrombolysis centres



Eligibility

• Age 18 – 80
• Presentation within 3 hours of stroke
• Severe strokes excluded (CT evidence 

extensive infarction)



Primary outcome

• Symptomatic, local or remote type 2 
parenchymal haemorrhage + deterioration 
NIHSS stroke scale >4, ICH within 24 
hours  - SITS-MOST definition

• NINDS/Cochrane definition any 
haemorrhage + deterioration by one point 
on NIHSS scale

• Mortality at 3 months



Secondary outcome

• Functional outcome at 3 months

• Compared with pooled RCT data



Baseline Characteristics



Baseline characteristics new and 
experienced centres



Proportion patients with SICH



ICH detected by CT 22-36 hrs after 
and any post-treatment scans



Symptomatic SICH and mortality 
experienced and new centres



Rankin Scores at 3 months



Findings

• Baseline characteristics
• 1.7% SICH at 24 hours v 8.6% pooled trial 

data
• Mortality 11.3% v 17.3% pooled trial data



• tPa safe if given within 3 hours of onset of 
stroke

• Even if inexperienced centre
• Similar rates of ICH
• Mortality higher in less experienced 

centres but not because of ICH and still 
less than RCT data
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