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INDICATION: An adjunct to hemostasis for mild to moderate bleeding in adults undergoing surgery

when control of bleeding by standard surgical techniques (such as suture, ligature, and
cautery) is ineffective or impractical. Fibrin Sealant (Human) is effective in heparinized

patients.
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REVIEW SUMMARY:

Please see primary reviews from the primary discipline reviewers for details.

In summary, the applicant conducted 3 randomized controlled trials, assessing the effect of Fibrin Sealant (Human) under
different kinds of surgical procedures. The primary endpoint (proportion of subjects achieving hemostasis by 4 minutes,
was met in the 3 trials. The applicant demonstrated that Fibrin Sealant was effective, in the context of these trials. The
safety profile of this fibrin sealant is similar to currently licensed, similar fibrin sealant products. The benefit risk profile is
favorable and the label, as revised with our input, is acceptable.

| concur with the review team’s recommendation to issue an Approval Letter for this product.
There will be a PREA-related postmarketing required study, including a substudy component to assess human factors

prior to the initiation of the actual pediatric study. Milestones dates proposed are acceptable.
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None






