Informed consent for reperfusion therapy for patients with acute

iIschemic stroke
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Reperfusion therapy, especially intravenous rtPA use, has been considered as one of the standard treatments for the patients with
acute ischemic stroke within 4.5 to 6 hours after symptom onset. Several previous studies showed the efficacy of rtPA in improving
functional outcome without reducing mortality. Also, the use of rtPA increases the risk of symptomatic intracranial hemorrhage and
early death. Therefore, explicit informed consent for rtPA is indicated. | reviewed the element of informed consent in this clinical set-
ting and the alternative methods in case the candidate are not capable of giving informed consent.
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Table 1. Summary of thrombolysis studies using rtPA

g HES BAUM MHF X2 S0 &ot U At =3

NINDS (<3hr)? ECASS Ill (3-4.5hr)? Meta-analysis (<6hr)*
Outcome Treatment
rate p rate p rate p
IV rtPA 39% , 52.4% , 34.8% ,
mRS0—1 Sig sig Sig
Placebo 26% 45.2% 29.3%
. IV rtPA 17% 1.7% 19.1%
Mortality ns ns ns
Placebo 21% 8.4% 18.5%
IV rtPA 6.4% , 2.4% , 7.7% ,
Symp. ICH Sig sig Sig
Placebo 0.6% 0.2% 1.8%

rtPA, recombinant tissue plasminogen activator; sig, Significant; ns, not significant; Symp. Symptomatic; ICH, intracranial hemorrhage.
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