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Type of Request: Consulfative Review

Fibrin Sealanl Patch from Nycomed, Danmark, is a ready-to-use wound sealant product
consisting of two active substances - human fibrinogen and human thrombin — coated
onto a collagen sponge. The proposed trade name is TachoSil. The Collagen Sponge
serves as a flexible and mechanically-stable carrier for the active substances Lo ensure
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their in-place position. Human Flbrtnogen Active Substance and Human Thrombin
Active Substance are supplied by 75 m@ ™ *. Fibrin Sealant Patch is a combination
product where the Collagen Spongc is classified as a Medical Device.

The Coltagen Sponge is formed by Collagen,. .~ " .mya-. .~ ~horse tendons.
This Collagen "p»  is a highly conserved protein among all mammallan spcclc Thc
stamng material horse tendons are supplled b)f ccml‘ed hurse R O s
species slaughterhouses &7 S TG ot @R b ey ~ audited and approved by
Nycomed.

Collagen Sponge has been routinely manufaclured as a licensed product {or the Nycomed
predecessor products (proprietary names -TachoComb and TachoComb H — on the
European markel). In the production of Fibrin Sealant Patch clinical trial material, no
critical changes in the manufacturing process of Collagen Sponge were made. Some
improvements were implemented from the first clinical balches up to present. With the
expansion of TachoSil production capacity, an expansion of production capacity for
Collagen Sponge wes also included.

Consultative revicw is requested from CDRH to comment on the following:

* Tendon Supptier Qualification Requirements (should it be also addressed to
CVM?)

» Collagen Sponge Manulacluring Process

{from:, e+’ Horse Tendons Lo preparation of Collagen Sponge Strips)

lmplememed Improvements

Expansion of the Production Capacity

Control of Collagen Sponge quality (including adhesiveness)

Adventitious Apgenls Safety Evaluation

The Coating Proccss

Effect of the = “wxa- -~ - on Collagen Sponge characterislics




