Welcome to our overview of the fastest Part one trial executive summary. Today we're
diving into the results of a significant randomized double-blind phase three study focused
on recombinant factor Vlla as an ultra-early therapy for spontaneous intracerebral
hemorrhage. This trial is pivotal because it aims to answer a pressing question in acute
stroke care. Can intervening as early as possible actually limit damage and improve
recovery in patients with brain hemorrhage? Exactly. The trial document we're using as our
reference not only details the rationale and methodology, but also how the team managed
to deliver treatment within just two hours of symptom onset. A truly ambitious operational
feat. To set the scene, most hematoma expansion happens in the first two to three hours
after an intracerebral hemorrhage starts. Prior studies hinted that recombinant factor Vlla
slows that expansion sharply when given very early, ideally within two hours.

Right. The trial enrolled over 600 patients at more than 100 sites across multiple countries,
randomizing them to either the drug or placebo, all within a strict two-hour treatment
window. Operationally, they used mobile stroke units, streamlined workflows, and where
required, exceptions from formal consent to avoid any treatment delays.

That’s worth highlighting because minimizing time to needle is critical for any ultra-early
intervention. Looking at the results, the primary outcome was global functional status at
180 days. Unfortunately, there was no significant improvement with recombinant factor
Vlla for the general population. However, they did observe a marked reduction in
hematoma expansion at 24 hours.

Safety was a notable concern. There was an increased early risk of life-threatening
thromboembolic events in the treated group. Though by 90 days, rates even out and
mortality differences disappeared. Subgroup analysis is telling the largest benefit noted,
both in terms of biological signals and emerging clinical outcomes, was for patients with a
positive spot sign on CT angiography, and for those treated within 90 minutes.

In conclusion, while ultra-early recombinant factor Vlla can reduce hematoma growth,
overall functional benefits are unproven in a broad ICH population. The direction is clear.
Future trials should focus on spot sign positive patients, and those treated even earlier.



