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The "Tenecteplase versus alteplase For LArge Vessel Occlusion Recanalization" (T-FLAVOR) trial is a
multi-center, randomized, non-blinded, controlled study comparing the new thrombolytic agent
tenecteplase with the traditional agent alteplase for clinical application in revascularization therapy
during the acute phase of ischemic stroke. This trial focuses on patients with large vessel occlusion

within 4.5 hours of symptom onset, aiming to evaluate the safety and effectiveness of tenecteplase.

Background: Stroke, caused by the sudden interruption of blood flow to the brain, has acute treatments
that significantly impact patient outcomes. Alteplase has been the standard thrombolytic treatment for
years; however, tenecteplase has emerged as a promising alternative that could revolutionize treatment
due to its potential to achieve rapid clot dissolution with lower doses. Some countries have already
approved tenecteplase for acute stroke, suggesting its integration into standard treatment protocols.
This trial aims to scientifically validate whether tenecteplase can exceed the effects of alteplase, setting

a new standard of care in line with international treatments.

Objective: The primary objective of the T-FLAVOR trial is to determine the superiority of tenecteplase
over alteplase in improving revascularization rates, reducing the occurrence of symptomatic intracranial
hemorrhage, and enhancing patient survival rates. These metrics will help assess whether tenecteplase

should become the new gold standard in the treatment of acute ischemic stroke.

Trial Design: The trial is conducted in two phases. The initial safety evaluation phase involves
administering tenecteplase to a small group of patients to assess any severe side effects. Upon favorable
review by an independent data monitoring committee, the trial progresses to a larger comparative
validation phase where the effectiveness and safety of tenecteplase are directly compared with alteplase.
Patients are randomized in a 1:1 ratio between the two treatment groups, with all participants receiving

mechanical thrombectomy to maximize treatment outcomes.

Duration and Participant Number: Initially set to conclude in March 2024, the trial faced delays due to
increased global demand for tenecteplase, logistical challenges during the pandemic, and issues related
to drug supply, leading to a temporary suspension. The trial has since been extended to 2027,

maintaining its target enrollment of 226 patients.

Participant Criteria: Eligible participants are adults over 20, able to start treatment within 4.5 hours of
stroke onset, with confirmed occlusion of the internal carotid artery, middle cerebral artery (M1 or M2),
or basilar artery through CTA or MRA imaging. This specificity ensures that the study targets the

appropriate patient demographic for evaluating treatment improvements.

Significance and Expected Impact: Tenecteplase is anticipated to facilitate quicker revascularization in
acute stroke patients, potentially improving outcomes significantly. If the trial establishes tenecteplase
as a new standard treatment, it could transform the therapeutic approach to stroke worldwide, offering
a more effective, cost-efficient option compared to alteplase and allowing broader access to high-quality

care.



