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Pathogen Reduced
Cryoprecipitated Fibrinogen Complex

« For the treatment and control of bleeding, including massive hemorrhage, associated with fibrinogen deficiency’
« Pathogen reduced, fibrinogen enriched, blood component
« Serves as an enriched source of fibrinogen, factor XIll, VWF, and other constituents, based on in vitro studies

» Fibrinogen, vVWF, and factor Xlll are key constituents in effective hemostasis and functional levels
correlate with risk of bleeding, morbidity and mortality?**’

» 5-day room-temperature shelf life — Allows for immediate use when stored thawed

Day 1 Day 2 Day 3 Day 4 Day 5

READY TO USE: 5-Day Shelf Life at Room Temperature

Thaw

* Pathogen Reduced Cryoprecipitated Fibrinogen Complex has not been evaluated in a clinical setting

Availability’

* Provided in single-use containers
* Received frozen with up to 12 months shelf life

» May be stored at room temperature for up to 5 days
— allows for immediate use when stored thawed

* Components may be purchased as single or
pre-pooled units

Mean
Catalog # Descripti
Fibrinogen (mg)

Pooled Fibrinogen Complex 1.0, 740

L Cryoprecipitated, Psoralen Treated

FCI5 Chyopreciniared, Paoralen Treated 47
FC20 Conrecintared, Paoraien Treared 2720
FC30 O ecipitared. Psoralen Treated 117
FC4LO Pooled Fibrinogen Complex 4.0, 3,700

Cryoprecipitated, Psoralen Treated

** Calculated based on pooling of FC10




Pathogen Reduced

» Pathogen Reduced Cryoprecipitated Fibrinogen
Complex is produced from pathogen reduced
plasma by the INTERCEPT® Blood System for
Plasma Pathogen Reduction System

 Broad spectrum transfusion transmitted infection®
risk reduction, including viruses, bacteria, and
other pathogens'

INTERCEPT® Blood System for Plasma
Mechanism of Action
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*There is no pathogen inactivation process that has been shown to eliminate
Upon UVA illumination, amotosalen cross-links nucleic all pathogens. Certain non-enveloped viruses (e.g., hepatitis A virus (HAV),

acids to block replication and inactivates pathogens hepatitis E virus (HEV), parvovirus B19 and poliovirus) and Bacillus cereus

spores have demonstrated resistance to the INTERCEPT process.




Intended Use

» Treatment and control of bleeding, including
massive hemorrhage, associated with
fibrinogen deficiency

« Control of bleeding when recombinant and/or
specific virally inactivated preparations of
factor Xlll or von Willebrand factor are
not available

» Second-line therapy for von Willebrand disease

« Control of uremic bleeding after other
treatment modalities have failed

Limitations of Use: Pathogen Reduced Cryoprecipitated
Fibrinogen Complex should not be used for replacement
of factor VIl

Contraindications
Contraindicated for preparation of blood components intended for patients with a history of hypersensitivity reaction to amotosalen or other psoralens.

Contraindicated for preparation of blood components intended for neonatal patients treated with phototherapy devices that emit a peak energy
wavelength less than 425 nm, or have a lower bound of the emission bandwidth <375 nm, due to the potential for erythema resulting from interaction
between ultraviolet light and amotosalen.

Warnings and Precautions
Only the INTERCEPT Blood System for Cryoprecipitation is approved for use to produce Pathogen Reduced Cryoprecipitated Fibrinogen Complex.

For management of patients with von Willebrand disease or factor XllII deficiency, Pathogen Reduced Cryoprecipitated Fibrinogen Complex should not be
used if recombinant or specific virally-inactivated factor preparations are available. In emergent situations, if recombinant or specific virally-inactivated
factor preparations are not available, Pathogen Reduced Cryoprecipitated Fibrinogen Complex may be administered.
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