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Warnings and Contraindications

There is no pathogen inactivation process that has been shown to eliminate all pathogens.

CONTRAINDICATIONS

Contraindicated for preparation of plasma or platelet components intended for patients with a history  of hypersensitivity reaction to
amotosalen or other psoralens.  Contraindicated for preparation of plasma or platelet components intended for neonatal patients
treated with phototherapy devices that emit peak wavelengths 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 INTERCEPT Processing Sets for plasma or platelet components are approved for use in the INTERCEPT Blood System. Use only the
INT100 llluminator for UVA illumination of amotosalen -treated plasma or platelet components. No other source of UVA light may be

used. Pl ease refer to the Operatords Manual for the I NT100 Il ltothenat
complete INT100 illumination process.

Tubing components and container ports of the INTERCEPT Blood System for Plasma and Platelets contain polyvinyl chloride (PVC) . Di(2-
ethlhexyl)phthalate (DEHP) is known to be released from PVC medical devices, and increased leaching can occur with extended

storage or increased surface area contact. Blood components will be in contact with PVC for a brief period of time (approx. 1 5
minutes) during processing. The risks associated with DEHP released into the blood components must be weighed against the ben efits

of therapeutic transfusion.

PLATELETS

INTERCEPT processed platelets may cause the following adverse reaction: Acute Respiratory Distress Syndrome (ARDS). An increased
incidence of ARDS was reported ina  randomized trial for recipients of INTERCEProcessed platelets, 5/318 (1.6%), compared to
recipients of conventional platelet components (0/327). Monitor patients for signs and symptoms of ARDS.

PLASMA

Amotosalen -treated plasma may cause the following adverse reaction: Cardiac Events. In a randomized controlled trial of
therapeutic plasma exchange (TPE) for TTP, five  patients treated with INTERCEPT Blood System processed plasma and none with
conventional plasma had adverse events in the cardiac system organ class (SOC) reported. These events included angina  pectoris
(n=3), cardiac arrest (n=1), bradycardia (n=1), tachycardia (n=1) and sinus arrhythmia (n=1). None of these events resulted i n

documented myocardial infarction  or death. Monitor patients for signs and symptoms of cardiac events during TPE for TTP.

Rx only. © 2016 Cerus Corporation. Cerus, INTERCEPT Blood System and INTERCEPT are registered trademarks of Cerus Corporation.
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The Need
for Blood Safety
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Current Transfusion -Associated Risks

Testing measures have improved blood safety , but residual risks exist

Bacteria
The most frequent
transfusiontransmitted infection (TTI)

‘ Screening limitations

Gaps in current defenses exist,
due to the window period and
limited screening sensitivity

New and emerging pathogens
A risk that current safety
measures cannatliminate

Leukocytes - '

Residual cells and cytokines can
cause harmful postransfusion
reactions such as transfusion
associated graftersushost
disease (TAVHD)

Known pathogens
Routine testing covers only a
limited number
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Bacterial Contamination of Platelets
The most frequent TTI

A Despite implementation of interventions to mitigate bacterial
contamination and reduce associated adverse events (AES),
resi dual ri sks remainé

A Several recent studies demonstrate that platelets contaminated with
bacteria continue to be transfused. 184
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TA-Sepsis Iis Often Under Reported

Due to passive vs. active surveillance methods

Active Passive
Surveillance Surveillance
(n=102,988) (n=135,985)

X 0 Fold Higher Rate by
Active vs. Passive

Bacterially Contaminated Units
Detected

Transfused 42 2 27.7

Septic Transfusion Reactions

Septic Transfusion Reaction 16 2 10.6

Septic Transfusion Reaction

with Bactermia 2 . 6.6
Death 1 1
Jacobs, MR etal. Clin Infect Dis.2008 Apr 15;46(8):1214 620.
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TA-Sepsis is Under Reported

Due to passive vs. active surveillance methods

A Consistent with previous studies, 1% the Hong et al. recently demonstrated that platelets
contaminated with bacteria continue to be transfused. 5

A Transfusion-related sepsis is greatly under -reported due to passive vs. active surveillance
methods. Patient risk is 10- to 40 -fold higher when comparing active vs. passive surveillance.
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D Emerging Pathogens

Risk of spreading pathogens such  as chikungunya , dengue, Zka
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D Emerging Pathogens

Current mitigations

A No FDA commercially licensed testfor  donor screening exists

A AABB Bulletin released February 2016: Zika, chikungunya, dengue
travel deferrals

A Postdonation information/illness  reporting
- Riskstill exists with components transfused from asymptomatic donors

A Stop routine collections, attain components elsewhere
- Puerto Rico, Florida due to Dengue (One Blood in 2013)
- Not ideal for platelets, disruptive due to limited shelf -life and shipping time

A Pathogen reduction (PR)
- FDA approved for arboviruses including chikungunya, dengue, WNV

- FDA Guidance released February 2016
recommends PR for areas with active transmission of ZIKV

- WHO Guidance released February 2016
recommends PRfor areas with active transmission of  ZIKV

*Data for pathogen reduction of Zika by INTERCEPT Blood System, pathogen reduction system,
has not been submitted for FDA review.
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D Emerging Pathogens

Current mitigations 0 Pathogen Reduction

A Per FDA Guidance released
16February2016:




