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Investing in our securities involves a high degree of risk. Below is a summary of material factors that make an investment in our
securities speculative or risky. Importantly, this summary does not address all of the risks that we face. Additional discussion of
the risks summarized in this risk factor summary, as well as other risks that we face, can be found under the heading “ Item 1A

— Rrsk Factors ” in Part 1 of thrs Annual Report on Form 10- K. ¢ Th&evelvmg—effeeﬁ—e%th&@@%)%—paﬂdeﬂﬂe—hﬁe

femar-ns—u—neeﬁatn—-—We depend substantrally upon the commercral success of the lN TERCEPT Blood System for platelets
plasma and cryoprecipitation in the U. S., and our inability to successfully commercialize the INTERCEPT Blood System in the
U. S. would have a material adverse effect on our business, financial condition, results of operations and growth prospects. « The
INTERCEPT Blood System may not achieve or be able to sustain broad market adoption. * We are exposed to risks associated
with the highly concentrated market for the INTERCEPT Blood System. « We may be unable to develop and maintain an
effective and qualified U. S. based commercial organization or educate blood centers, clinicians and hospital personnel. As a
result, we may not be able to successfully educate the market on the value of pathogen reduction or commercialize our products
in the U. S. « We have very limited experience selling directly to hospitals or expertise complying with regulations governing
finished biologics, and our inability to successfully commercialize the INTERCEPT Blood System for cryoprecipitation in the
U. S. would have a material adverse effect on our business, financial condition, results of operations and growth prospects. ¢ If
our competitors develop products superior to ours, market their products more effectively, or receive regulatory approval or
certification before our products, our commercial opportunities could be reduced or be eliminated. Competitors have and may
continue to file claims in order to impede the marketability of our products, regardless of the merit of such claims. -
Clinical trials are costly and time consuming, may take longer than we expect or may not be completed at all, and their
outcomes are uncertain. A failure to generate data in clinical trials to support expanded label claims or to support marketing
approvals or certification for our product candidates could materially and adversely affect our business, financial condition,
results of operations and growth prospects. * The red blood cell system is currently in development and may never receive any

marketmg approvals or CE Certrﬁcates of Conformrty * We

mereta A-which-mayne eetr—Our company, our
products and blood products treated Wrth the lNTERCEPT Blood System are subject to extensive regulation by domestic and
foreign authorities. ¢ If we or our third- party suppliers fail to comply with the U. S. Food and Drug Administration’ s, or FDA’
s, or other regulatory authorities’ good manufacturing practice regulations, it could impair our ability to market our products in a
cost- effective and timely manner. ¢ If we modify our FDA- approved or CE Marked products, we may need to seek additional
approvals or certification, which, if not granted, would prevent us from selling our modified products. * We are subject to
federal, state and foreign laws governing our business practices which, if violated, could result in substantial penalties and harm
our reputation and business. ¢ A significant portion of the funding for the development of the red blood cell system has come
and is expected to continue to come from our BARDA agreement, and if BARDA were to eliminate, reduce or delay, or object
to extensions for funding of our agreement, it would have a significant, negative impact on our government contract revenues
and cash flows, and we may be forced to suspend or terminate our U. S. red blood cell development program or obtain
alternative sources of funding . Our ability to be repaid and compensated by the DoD is predicated on our ability to
achieve the stated milestones in the agreement and for the DoD to agree with the successful completion of each . - We rely
on third parties to market, sell, distribute and maintain our products and to maintain customer relationships in certain countries.
Our manufacturing supply chain exposes us to significant risks. « We expect to continue to generate losses and we may never
achieve a profitable level of operations. ¢ If we fail to obtain the capital necessary to fund our future operations or if we are
unable to generate positive cash flows from our operations, we will need to curtail planned development or sales and
commercialization activities. * We operate a complex global commercial organization, with limited experience in many
countries. We have limited resources and experience complying with regulatory, legal, tax and political complexities as we
expand into new and increasingly broad geographies. We may be distracted by expansion into new geographies where we do not
have experience and we may be unsuccessful in monetizing such opportunities for the benefit of our organization at large. *
Adverse market and economic conditions, including those resulting from the effects of macroeconomic conditions such as
pandemics or other health crises, civil or political unrest or military conflicts around the world, such as the military
conflict between Ukraine and Russia and the state of war between Israel and Hamas and the risk of a larger regional
conflict, inflation, rising interest rates and / or the prospects of a recession, may exacerbate certain risks affecting our
business. ¢ Risks associated with our operations outside of the United States could adversely affect our business. * We may not
be able to protect our intellectual property or operate our business without infringing intellectual property rights of others . ® Qur
stock price is volatile . Item 1. Business Overview We are a biomedical products company focused on developing and
commercializing the INTERCEPT Blood System to enhance blood safety. The INTERCEPT Blood System, which is based on
our proprietary technology for controlling biological replication, is designed to reduce blood- borne pathogens in donated blood
components intended for transfusion. Our INTERCEPT Blood System is intended for use with blood components and certain of
their derivatives: platelets, plasma, red blood cells and to produce INTERCEPT Fibrinogen Complex, or IFC, and pathogen
reduced plasma, cryoprecipitate reduced. The INTERCEPT Blood System for platelets, or platelet system, and the INTERCEPT



Blood System for plasma, or plasma system, have received a broad range of regulatory approvals and certification, including but
not limited to FDA approval in the U. S., CE Certificates of Conformity delivered in accordance with the Medical Devices
Directive 93 / 42 / EEC or MDD pernﬁ&ng—us—te—afﬁaﬁhe—@E—M&He—et&pm&uets—and place-thenron-the-marketinthe

§ § v stons-of-the Medical Devices Regulation 2017 / 745, or MDR,
permlttmg us to afﬁx the CE Mark to our products and place them on the market in the European Union and other
jurisdictions that recognize the CE Mark, and are being marketed and sold in a number of countries around the world, including
the U. S., certain countries in Europe, the Commonwealth of Independent States, or CIS, the Middle East, and Latin America
and selected countries in other regions of the world. Additionally, we have received FDA approval for the INTERCEPT Blood
System for Cryoprecipitation. The INTERCEPT Blood System for Cryoprecipitation uses our plasma system to produce IFC for
the treatment and control of bleeding, including massive hemorrhage, associated with fibrinogen deficiency. In addition, the
INTERCEPT Blood System for Cryoprecipitation is used to produce pathogen reduced plasma, cryoprecipitate reduced. We
currently sell the platelet and plasma systems using our direct sales force and through distributors and sell IFC or disposable kits
to manufacture IFC in the U. S. using our direct sales force. If we are unable to gain widespread commercial adoption in
markets where our blood safety products are approved for commercialization, including in the U. S., we will have difficulties
achieving profitability. The INTERCEPT Blood System for red blood cells, or the red blood cell system, is currently in
development. In the U. S., we are currently conducting two Phase 3 clinical trials- the RedeS study, to assess the safety and
efficacy of INTERCEPT- treated red blood cells when compared to conventional, un- treated, red blood cells and the ReCePI
study to evaluate the efficacy and safety of INTERCEPT- treated red blood cells in patients requiring transfusion for acute blood
loss during surgery. In the European Union, or EU, we completed the resubmission of our application for a CE Certificate of
Conformity under the new Medical Device Regulation 2017 / 745, or MDR, in June 2021 +hewever;. While at this time we do
netexpect a anapproval-decision wi-oeeurfor-atleast-another+2-months-concerning certification in the second half of 2024,
we cannot predict with certainty when , if ever , a decision concerning certification will actually occur. See also the risk
factor entitled “ The red blood system is currently in development and may never receive any marketing approvals or
CE Certificates of Conformity ” under “ Item 1A — Risk Factors ” of this Annual Report on Form 10- K for additional
information with respect to timing of the ultimate decision on our CE Certificate of Conformity application . Contribution
margins from our sales is expected to be less than the cost of our operating expenses. In order to successfully commercialize all
of our products and product candidates, we will be required to conduct significant research, development, preclinical and clinical
evaluation, commercialization and regulatory compliance activities for our products and product candidates, which, together
with anticipated increased selling, general and administrative expenses, are expected to result in substantial operating losses.
Accordingly, we may never achieve a profitable level of operations in the future. We were incorporated in California in 1991
and reincorporated in Delaware in 1996. Our wholly- owned subsidiary, Cerus Europe B. V., was formed in the Netherlands in
2006. Information regarding our revenues, net losses, and total assets for the last three fiscal years can be found in the
consolidated financial statements and related notes found elsewhere in this Annual Report on Form 10- K. Product Development
Background The INTERCEPT Blood System is designed to broadly target and inactivate blood- borne pathogens, such as
viruses (for example, HIV, West Nile, SARS, hepatitis B and C), bacteria and parasites, as well as potentially harmful white
blood cells, while preserving the therapeutic properties of platelet, plasma, red blood cell and IFC transfusion products. The
INTERCEPT Blood System has been shown to inactivate a broad array of pathogens and has the potential to reduce the risk of
transfusion related transmission of pathogens for which testing is not completely effective, is not available or is not performed.
We believe that the INTERCEPT Blood System also has the potential to inactivate most new pathogens before they are
identified and before tests are developed and adopted commercially to detect their presence in donated blood. Products, Product
Candidates and Development Activities The following table identifies our products, product candidates and product
development activities and their current status: Product or Product Candidate Under Development Product or Development
Status INTERCEPT Blood System — Platelets « Commercialized in the U. S., Canada and a number of countries in Europe, the
CIS, the Middle East, and selected countries in other regions around the world * Received Reftted-for-CE Certificate of
Conformity under MDR ;pendingreview-in December 2023 « Post- marketing recovery and survival study underway
INTERCEPT Blood System — Plasma * Commercialized in the U. S. and a number of countries in Europe, the CIS, the Middle
East, and selected countries in other regions around the world « Received Refiled-for-CE Certificate of Conformity under MDR 3
pendingreview-in December 2023 < Received FDA approval of the premarket approval supplement, or PMA, to produce IFC in
2020 INTERCEPT Blood System — Red Blood Cells « U. S. Phase 3 clinical trial, known as the RedeS study, enrolling
patients « U. S. Phase 3 acute anemia clinical trial, known as the ReCePI study, enrethingpatients-completed enrollment;
expect to report top- line data later in the first quarter of 2024 - Additional U. S. studies also planned  European Phase 3
acute anemia clinical trial completed in 2014; European Phase 3 chronic anemia clinical trial completed in 2017 ¢ Application
for CE Certificate of Conformity under MDR submitted-resubmitted in 2021 ; decision concerning certification expected in
the second half of 2024 INTERCEPT Blood System — Cryoprecipitation « FDA approval in November 2020 ¢ U. S. agreement
with certain blood center manufacturing partners ¢ Limited commercialization in the U. S. INTERCEPT Blood System for
Platelets, Plasma and Cryoprecipitation The platelet system and plasma system are designed to inactivate blood- borne
pathogens in platelets and plasma donated for transfusion. Both systems received a CE Certificate of Conformity permitting us
to affix the CE Mark in the European Economic Area, or EEA, and FDA approval in the U. S. and are currently marketed and
sold in a number of countries around the world including the U. S., countries in Europe, the CIS, the Middle East and selected
countries in other regions of the world. Separate approvals for use of INTERCEPT- treated platelet and plasma products have
been obtained in France and Switzerland. In Germany and Austria, where approvals must be obtained by individual blood
centers for use of INTERCEPT- treated platelets and plasma, several centers have obtained such approvals for use of

INTERCEPT- treated platelets and ene-eenter-has-obtained-suehapprovatfortuse-of INTERCEPT- treated plasma. Many




countries outside of the European Union recognize the CE Mark and have varying additional administrative or regulatory
processes that must be completed before the platelet system or plasma system can be made commercially available. In general,
these processes do not require additional clinical trials. Regardless, some potential customers may desire to conduct their own
clinical studies before adopting the platelet system or plasma system. We-In December 2023, we received CE Certificates of
Conformity te affix the CE Mark in accordance with the M-BB—MDR for our lNTERCEPT platelet and plasma systems >which
allows us € v : 6 v ;

deviees-to eot
platelet and plasma systems on the European Umon market under the —we—wr-l-l—need—te—eb’fa-m—new GE—Geft—l—ﬁeates—regulatory
requlrements of Genfermrty—uﬂdeﬁhe ﬁew—MDR —Weh

fe’v‘tew—by—etueNeﬁ-ﬁed-Body— The F DA has approved the platelet system for ex vivo preparat1on of pathogen reduced apheresrs
platelet components collected and stored in 100 % plasma or InterSol in order to reduce the risk of transfusion- transmitted
infection, or TTI, including sepsis, and as an alternative to gamma irradiation for prevention of transfusion- associated graft
versus host disease. We have fa2024;-we-completed ene-efthe two post- approval studies that FDA required as part of its
approval of the platelet system- a haemovigilance study evaluating the incidence of acute lung injury following transfusion of
INTERCEPT- treated platelets and —Fhe-seeondrequired-post—approvalstady—a recovery study of platelets treated with the
platelet system , —ts-currently in-progress-under review by the FDA . The FDA has also approved the plasma system for ex
vivo preparation of plasma in order to reduce the risk of TTI when treating patients requiring therapeutic plasma transfusion. We
have also received FDA approval for the INTERCEPT Blood System for Cryoprecipitation, which uses our plasma system to
produce IFC for the treatment and control of bleeding, including massive hemorrhage, associated with fibrinogen deficiency and
to produce pathogen reduced plasma, cryoprecipitate reduced. We expect our commercial efforts in 2623-2024 will continue to
largely be focused on enabling blood centers that are using INTERCEPT to increase the number of platelet and plasma units
produced and made available to patients. In addition we plan to sell the INTERCEPT Blood System for Cryoprecipitation to
certain blood center customers and to sell IFC to hospital customers. In addition, we will continue to develop awareness of
INTERCEPT’ s product profile relative to other platelet and plasma products, including conventional, un- treated components.
To enable broader patient access to IFC in the U. S., U. S.- based blood centers need to complete process validations and obtain
site- specific licenses from the FDA Center for Biologics Evaluation and Research, or CBER, before IFC can be made available
to hospital customers outside of the state of IFC production. We have contracted with several blood centers to produce IFC for
us which we plan-te-sell directly to hospitals. Of Adtefthe blood centers that we have contracted with to produce IFC for us ,
three have received submitted-for-their interstate licenses, or BLAs. Until BLAs are more broadly obtained, we expect that our
direct sales of IFC will be limited. Further, the hospital customers of blood centers may need to complete changes to their
administrative processes of generating internal tracking codes to integrate INTERCEPT- treated products into their inventories
prior to receiving INTERCEPT- treated components. In addition, we estimate that the majority of platelets used in the U. S. are
collected by apheresis, which is part of our FDA- approved label for the platelet system, though a significant minority are
prepared from pooled random donor platelets derived from whole blood collections. While available in Europe and other regions
around the world, in order to gain FDA approval for a pathogen reduction system compatible with triple dose collections and
random donor platelets, we will need to perform additional product development and testing, including additional clinical trials,
and will need to obtain FDA approval of a PMA supplement. We do not currently have plans to pursue these configurations. In
addition, we may pursue development projects for other plasma derived biological products, which may require the submission
and approval of additional PMA supplements for the plasma system. These development activities will be costly and may not be
successful should we choose to pursue them. Our failure to seek and obtain FDA and foreign regulatory approvals or
certification of new configurations could limit revenues from sales of our products. INTERCEPT Blood System for Red Blood
Cells The red blood cell system is designed to inactivate blood- borne pathogens in red blood cells intended for transfusion. We
completed a series of in vitro and in vivo tests with the red blood cell system, including successfully completing recovery and
survival studies measuring red cell recovery twenty- four hours after transfusion. Previously, we terminated Phase 3 clinical
trials for acute and chronic anemia using a prior generation of the red blood cell system due to the detection of antibody
reactivity to INTERCEPT- treated red blood cells, or RBCs, in two patients in the trial for chronic anemia. The antibody
eventually cleared and the subjects had no adverse health consequences. After unblinding the data from the original Phase 3
clinical trials, we found that we had met the primary endpoint in the clinical trial for acute anemia. We evaluated the antibodies
detected and developed process changes to diminish the likelihood of antibody reactivity in RBCs treated with our modified
process. We have since successfully completed European Phase 3 clinical trials of the red blood cell system for subjects with
acute and chronic anemia patients to support an application for a CE Certificate of Conformity. We filed our application for a
CE Certificate of Conformity for the red blood cell system in December 2018 under the Medical Device Directive, or MDD, and
in June 2021, we completed the application for a CE Certificate of Conformity under the new MDR. We have been notified that
all four modules of our submission have been reviewed by our notified body, TUV SUD and —Fuarthermere—the Dutch Medical
Evaluation Board (CBG), the competent authority for our red blood cell product . We s-hasreviewed-therelevantseetions-ofour
submisstorrand-have responded and asked-rumerous-guestions—We-will need to continue to satisfactorily respond to these-any
questions posed by TUV or CBG timcly and-in connection with satisfactory-our application. We are still in the process of
submitting additional data to TUV that is required before our products will be considered for certification. We cannot predict
when, if ever, a decision concerning certification. In addition, CBG has asked TUV SUD to assess the need for
consultation of additional substances contained within the INTERCEPT RBC Processing Set (Processing Solution and
SAG- M Storage Solution). We cannot predict when, if ever, we will be able to answerresolve those—- the questions-ane
supply-requirement for consultation, or complete the consultation, if required data-or-, and therefore whether a decision




concerning the certification will occur. See also the risk factor entitled “ The red blood cell system is currently in development
and may never receive any marketing approvals or CE Certificate of Conformity ” under *“ Item 1A — Risk Factors ” of this
Annual Report on Form 10- K for additional information with respect timing of the ultimate decision on our application for a
CE Certificate of Conformity. We previously completed a European Phase 3 clinical trial of RBCs treated with the INTERCEPT
Blood System for acute anemia in cardiovascular surgery subjects announced that the trial met its primary endpoint, with
preliminary analysis demonstrating that the mean hemoglobin content (53. 1g) of INTERCEPT- treated RBCs, on day 35 of
storage met the protocol- defined criteria for equivalence based on the inferiority margin of 5g compared to conventional RBCs
(55. 8g). The randomized, double- blind, controlled, multi- center Phase 3 clinical trial of the red blood cell system evaluated the
efficacy of the red blood cell system to process RBCs with quality and mean hemoglobin content (> 40 g) suitable to support
transfusion according to the European Directorate for the Quality of Medicines. The blood components were transfused to 51
cardiovascular surgery subjects at two German clinical trial sites to evaluate transfusion efficacy and overall safety. There were
no clinically relevant trends in severe or serious treatment related adverse events by system organ class. The observed adverse
events were within the expected spectrum of co- morbidity and mortality for subjects of similar age and with advanced
cardiovascular diseases undergoing cardiovascular surgery requiring red cell transfusion. No subjects exhibited an immune
response to INTERCEPT- treated RBCs. Additionally, we previously announced that the European Phase 3 clinical trial of
chronic anemia evaluating INTERCEPT- treated RBCs in thalassemia subjects met its primary efficacy and safety endpoints.
Regardless of the potential sufficiency of clinical data required to receive a CE Certificate of Conformity, we understand that we
will need to generate additional safety data from commercial use in order to achieve broad market acceptance, if ever certified.
In the U. S., we successfully completed a Phase 2 recovery and lifespan study. Subsequently, we initiated a double- blind Phase
3 clinical study, known as the RedeS study, to assess the safety and efficacy of INTERCEPT- treated RBCs when compared to
conventional RBCs in regions impacted by the Zika virus epidemic. The RedeS study was expanded to other areas at risk for
transfusion- transmitted infections. The FDA has agreed to modify the criteria for a clinical pause if we see three or more
treatment emergent antibodies with amustaline specificity without evidence of hemolysis in patients receiving INTERCEPT-
treated RBCs in our RedeS study. We will now be allowed to continue study enrollment for the RedeS study while we
investigate the clinical significance of the antibodies. If we determine that there is no clinical significance and no impact on
patients, then there will be no impact on study enrollment. If treatment emergent antibody reactions associated with hemolysis
are observed in any of our Phase 3 trials, the FDA will require us to place a clinical hold and we will need to investigate the
underlying cause. Such investigations may be difficult for us to assess imputability which may lead to a complete halt of the
clinical trial, may irreparably harm our red blood cell product’ s reputation and may force us to suspend or terminate
development activities related to the red blood cell system in the U. S., which would have a material adverse effect on our
business and business prospects. The trial has been further expanded to include a 6- month chronic phase for subjects requiring
simple repeat transfusions and also to include up to thirty patients with Sickle Cell Disease requiring red cell exchange. Subjects
that would qualify for inclusion into the chronic phase would be those with conditions such as Sickle Cell Disease, Thalassemia
or Myelodysplasia. This expansion of study population requires the inclusion of additional sites beyond the nine currently
engaged in the trial up to fifteen. RedeS is a double- blind, controlled, parallel group study where up to 800 subjects will be
randomized to receive either 28 days, or 28 days plus 6 months of transfusion support with INTERCEPT- treated RBCs or
conventional RBCs, with a primary endpoint of hemoglobin increment following transfusion. These data from the expanded
RedeS study wiH-are expected to support our chronic use assessment in our submission for approval to the FDA. We also
received investigational device exemption, or IDE, approval from the FDA to initiate a Phase 3 clinical trial, known as the
ReCePI study, that is designed to evaluate the efficacy and safety of INTERCEPT- treated RBCs in patients requiring
transfusion for acute blood loss during surgery. Up to 600 subjects are expected to be transfused in up to 19 participating sites in
the U. S. Subjects will be randomized on a 1: 1 basis either to the treatment arm transfused with RBCs treated with or to the
control arm transfused with conventional RBCs. The primary efficacy endpoint is the proportion of subjects experiencing acute
kidney injury as an assessment of RBC efficacy in providing tissue oxygenation, measured as an increase in serum creatinine
compared to pre- surgery, baseline levels within 48 hours after the surgery. Enrollment in the ReCeP1I study is complete,

though eurrently-underway-at15-sttes—EnroHmentin-the ReCePl-database is still locked and therefore, we are still blinded
to the data We expect to report top- lme data from the study bega-n—later in %9—1-9—Bet-h—RedeS—a-nd—Re€eP—I—t-ﬂaﬂ}s—ha¥e-seeﬂ

to-G@SoLI-B-—l-%e}ated-aeﬁﬂt-tes— The RedeS and ReCePl studles are belng funded as part of our agreement W1th BARDA In
addition to successfully conducting and completing the RedeS and ReCePI studies, we also understand that one or more
additional in vitro studies will be required to be successfully completed and subrnrtted to the FDA before the F DA erl consrder

our red blood cell product for approval - v g
P ; -t e d Addltlonal 1nformatlon regardrng our interactions
W1th the FDA, our appllcatron for a CE Certrﬁcate of Conforrnlty in the European Union for the red blood cell system, and
potential future clinical development of the INTERCEPT Blood System in Europe and in the U. S. can be found under “ Item
1A — Risk Factors  of this Annual Report on Form 10- K, under the risk factors titled “ Clinical trials are costly and time
consuming, may take longer than we expect or may not be completed at all, and their outcomes are uncertain. A failure to
generate data in clinical trials to support expanded label claims or to support marketing approvals or certification for our product
candidates could materially and adversely affect our business, financial condition, results of operations and growth prospects ”
and “ The red blood cell system is currently in development and may never receive any marketing approvals or CE Certificates



of Conformity, ” as well as generally under the heading “ Risks Related to Regulatory Approval, CE Certificates of Conformity
and Oversight, and Other Legal Compliance Matters. ” INTERCEPT Blood System Technology Both our platelet system and
plasma system employ the same technology. Platelet or plasma components collected from blood donors are transferred into
plastic INTERCEPT disposable kits and are mixed with our proprietary compound, amotosalen, a small molecule compound
that has an affinity for nucleic acid. The disposable kits are then placed in an illumination device, or illuminator, where the
mixture is exposed to ultra- violet A, or UVA, light. If pathogens such as viruses, bacteria or parasites, as well as leukocytes, or
white cells, are present in the platelet or plasma components, the energy from the UVA light causes the amotosalen to bond with
the nucleic acid. Since platelets and plasma do not rely on nucleic acid for therapeutic efficacy, the INTERCEPT Blood System
is designed to preserve the therapeutic function of the platelet and plasma components and IFC when used in human
transfusions. The ability of amotosalen to form both cross- links between strands of nucleic acid and links to single nucleic acid
strands results in a strong chemical bond between the amotosalen and the nucleic acid of the pathogens. The presence of these
bonds is designed to prevent replication of the nucleic acid within pathogens, effectively inactivating the pathogens. A high
level of inactivation has been demonstrated in a broad range of pathogens studied by us and others in laboratory testing. For
instance, INTERCEPT has demonstrated inactivation of a number of single stranded nucleic acid- based viruses such as HIV,
hepatitis B, hepatitis C (using a model virus), West Nile, chikungunya and certain influenza viruses. Following the inactivation
process, residual amotosalen and by- products are reduced by more than 99 % through use of a compound adsorption device,
which is an integrated component of the disposable kit. We have performed extensive toxicology testing on the residual
amotosalen and its by- products and good safety margins have been demonstrated. Any remaining amotosalen which may be
transfused, should any exist, is rapidly excreted by humans. Leukocytes, also known as white blood cells, are typically present
in platelet and plasma components collected for transfusion and can cause adverse transfusion reactions as well as an often fatal
disease called graft- versus host disease. Leukocytes, like pathogens, rely on nucleic acid for replication and cellular function.
The INTERCEPT Blood System, with its combination of the amotosalen and UVA light, is designed to inactivate leukocytes in
the same manner it inactivates pathogens. Like the platelet and plasma systems, the red blood cell system is designed to prevent
pathogen replication by using a small molecule additive compound to form bonds with nucleic acid in pathogens that may be
present in donated red blood cell collections. The red blood cell system is designed to preserve the therapeutic qualities of the
red blood cells, which, like platelets and plasma, do not rely on nucleic acid for their therapeutic efficacy. The red blood cell
system uses another of our proprietary compounds, amustaline. Unlike the platelet and plasma systems, the chemical bonds
from amustaline are not triggered by UVA light, but instead, by the pH level of the red blood cell components. After mixture
with the red blood cell components in plastic disposable kits and resulting nucleic- acid bonding, amustaline is designed to
rapidly break down into a form that is no longer chemically reactive with nucleic acid. As with the platelet and plasma systems,
a high level of inactivation in a broad range of pathogens has been demonstrated with the red blood cell system in the clinical
setting. We plan on conducting additional pathogen- inactivation studies of the red blood cell system, broadening our
understanding of the pathogens the system may be able to inactivate. By treating blood components with INTERCEPT within a
day of collection, the inactivation of bacteria prevents bacterial growth that could create increased risk of inflammatory response
or dangerous levels of endotoxins. Extensive clinical testing has been done on platelet and plasma products treated with the
INTERCEPT Blood System, as well as post- marketing haemovigilance studies of the treated blood products in routine use. We
believe that, due to their mechanisms of action, the platelet system, plasma system, and red blood cell system will potentially
inactivate blood- borne pathogens that have not yet been tested with our systems, including emerging and future threats to the
blood supply. We do not claim, however, that our INTERCEPT Blood System will inactivate all pathogens, including prions er
spores , and our inactivation claims are limited to those contained in our product specifications. There can also be no assurance
that INTERCEPT will inactivate even those pathogens where claims exist, in every instance or under every processing
condition. Manufacturing and Supply We have used, and intend to continue to use, third parties to manufacture and supply the
illuminators, components, disposable kits and inactivation compounds that make up the INTERCEPT Blood System for use in
clinical trials and for commercialization. With the exception of certain components, we rely solely on Fresenius Kabi AG, or
Fresenius, for the manufacture of disposable kits for the platelet and plasma systems. We rely on other contract manufacturers
for the production of our reagents, inactivation compounds, compound adsorption components of the disposable kits,
illuminators and other disposable kits or disposable accessories used in the INTERCEPT Blood System. We currently do not
have alternate manufacturers for many of the components in our products or product candidates beyond those that we rely on,
but we are in the process of identifying potential alternate manufacturers for several components, reagents and compounds. On
May 2, 2022, we entered into the Second Amended and Restated Supply and Manufacturing Agreement, or the 2022
Agreement, with Fresenius Kabi AG, Fenwal France SAS, Fenwal International, Inc. and Fresenius Kabi Deutschland GmbH, or
collectively, Fresenius, for the manufacture and production of disposable sets for the INTERCEPT Blood System until
December 31, 2031. Under the terms of the 2022 Agreement, Fresenius is obligated to manufacture, and we are obligated to
purchase, finished disposable kits for the platelet and plasma systems. The 2022 Agreement permits us to purchase sets for the
platelet and plasma systems from third parties to the extent necessary to maintain supply qualifications with such third parties or
where local or regional manufacturing is needed to obtain product registrations or sales. Fresenius will expand manufacturing of
the disposable sets to three production facilities, following qualification and licensure of such additional facilities. The term of
the 2022 Agreement will automatically renew for successive two- year periods unless terminated by either party upon two years
prior written notice, in the case of the initial term, or one year prior written notice, in the case of any successive renewal term.
We and Fresenius each have normal and customary termination rights, including termination for material breach. Pricing under
the 2022 Agreement for the initial term is based on volume purchases by us and subject to an annual adjustment based on
variation in a price index. Components of the compound adsorption devices used in our platelet and plasma disposable kits are
manufactured by many third- parties, including, Porex Corporation, or Porex. We and Porex have hrApri26+7-we-cntered
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into an amended and restated manufacturing and supply agreement w-tt-h—Pereaefor the eontmued supply of the compound
adsorption devices. Porex is currently our sole supplier for eerta he-compound
adsorption devices. Under the amended and restated Porex agreement, we are no longer subjeet to a minimum annual purchase
requirement; however, Porex has the right to terminate the agreement, upon twelve months’ prior written notice, if annual
production falls below a mutually agreed threshold. The amended and restated Porex agreement was-renewed-in-Deeember 262+
and-will continue until December 31, 2024. Commercially viable alternatives, if ever available, are likely several years away.
We also have an amended and restated supply agreement with Purolite LLC, formerly Purolite Corporation, or Purolite, for the
supply of raw materials used to make the compound adsorption devices. The amended supply agreement expires in April 2624
2025 , and will automatically renew for an additional year unless either party has provided notice not to renew at least two years
prior to the expiration. Neither party has delivered notice of its intent to terminate the agreement. Under the terms of the
amended agreement, pricing is volume based and is subject to annual prospectlve adjustments based ona Producer Prrce Index
subject to an annual cap. We have completed the Pursua : v p
entefed—ﬂﬁeﬂﬂ—SeptembeﬁGGSTNew—kmd-beeﬂ—manufacturmg for the current model of ﬂ-}mﬁmaters—fbﬁls—In—Febfuafy—ZGQ%
Novaeompleted-atasttimebi e - 111um1nator and maintain an inventory —whiehis-being-phased-outof

mantfaetare-due bsoleseene . Although still in development, we have completed
the redesign of the new illuminator, which is expected to take more than twelve months to obtain regulatory approval. Until
such time as we obtain approval for the redesigned illuminator, if ever, the demand for illuminators may be higher than the
remaining number of illuminators in inventory, resulting in possible customer allocations or loss of sales. QurNeva-We have
contracts for certain critical components and for the manufacture of our new illuminator. However, we do not know if
those agreement-agreements expired-in-September2022-will be active when our new illuminator is approved, if ever . We
operate with an amended manufacturing and supply agreement with Piramal, formerly, Ash Stevens, Inc., for the synthesis of
amotosalen, the inactivation compound used in our platelet and plasma systems. Under this amended agreement, we are subject
to minimum annual purchase requirements. The term of the amended manufacturing and supply agreement with Piramal s
expire-on-automatically renewed for two years until December 31, 2023-2025 and will continue to automatically renew for
successive two- year periods, unless terminated by either party upon providing at least one year prior written notice, in our case,
or at least two years prior written notice, in the case of Piramal. Neither party has delivered notice of its intent to terminate the
agreement. We and our contract manufacturers purchase certain raw materials for our disposable kits, inactivation compounds,
materials and parts associated with compound adsorption devices and UVA illuminators from a limited number of suppliers.
Some of those raw material suppliers require minimum annual purchase amounts. While we believe that there are alternative
sources of supply for such materials, parts and devices, we have not validated or qualified any alternate manufacturers. As such,
establishing additional or replacement suppliers for any of the raw materials, parts and devices, if required, will likely not be
accomplished quickly and could involve significant additional costs and potential regulatory reviews that could limit our ability
to supply customer demand. Certain regions that we sell into or may sell into in the future may give priority to those products
that are manufactured locally in their jurisdiction. Our failure to meet these local manufacturing conditions may prevent us from
successfully commercializing our product in those geographies. In addition, should we choose to manufacture locally in those
jurisdictions, we would likely incur additional costs, may be unable to meet our quality system requirements or successfully
manufacture products, and such activities will be a distraction from our current focus and operations. We have limited
experience managing local manufacturing or working with local manufacturers in geographies or jurisdictions outside of our
existing manufacturing operations. Marketing, Sales and Distribution The market for the INTERCEPT Blood System, including
the U. S. market, is dominated by a relatively small number of blood collection organizations. Accordingly, there may be an
extended period during which some potential U. S.- based customers may first choose to validate our technology or run
experience studies themselves before deciding to adopt the system for commercial use, which may never occur. On October 1,
2021, all U. S. blood centers had to be compliant with the FDA guidance document, “ Bacterial Risk Control Strategies for
Blood Collection Establishments and Transfusion Services to Enhance the Safety and Availability of Platelets for Transfusion, ”
or the Final Guidance Document. Although the INTERCEPT Blood System is one of the options available to U. S. blood centers
for compliance under the Final Guidance Document, we cannot predict if U. S. customers will continue to adopt INTERCEPT
over other options or at what levels. The American Red Cross represents the largest single portion of the blood collection market
in the U. S. and is one of our key customers. While we believe adoption of the INTERCEPT Blood System will afford the
American Red Cross with many benefits, we cannot guarantee the volume or timing of commercial purchases that the American
Red Cross may make. The U. S. blood banking market is undergoing consolidation which may continue and further concentrate
the potential customer base. In many countries in Western Europe and in Japan, various national blood transfusion services or
Red Cross organizations collect, store and distribute virtually all of their respective nations’ blood and blood components
supply. The largest European markets for our products are in Germany, France, and England. In Germany, decisions on product
adoption are made on a regional or blood center- by- blood center basis. While our obtaining a CE Certificate of Conformity
permitting-permits us to affix the CE Mark and sell the platelet and plasma systems to blood centers in Germany, blood centers
in Germany must still obtain both local manufacturing approval and national marketing authorization from the Paul Ehrlich
Institute, or PEI, a German governmental regulatory body overseeing the marketing authorization of certain medical products,
before being allowed to sell platelet and plasma components treated with the INTERCEPT Blood System to transfusing
hospitals and physicians. To date, several blood centers in Germany have received such requisite approvals and authorizations
for the platelet system. Given the competitive nature of the German blood banking market, pricing for blood components is
relatively low compared to other markets. INTERCEPT- treated platelets received national reimbursement in Germany in 2018
at a premium to untreated platelets. While this dynamic has the potential to generate economic value for blood centers in
Germany, we cannot ensure that blood centers will understand or act on the potential economic and logistical benefits of using




INTERCEPT compared to conventional blood components as well as the potential safety benefits of INTERCEPT- treated blood
components. Following the inclusion of pathogen- inactivated platelets for national reimbursement by the German Institute for
the Hospital Remuneration System as of January 1, 2018, German customers who do not currently have an approved marketing
authorization application, or MAA, will first need to obtain one before using the INTERCEPT Blood System. The review period
for a new MAA can be twelve months or longer following submission and we cannot predict which German customers or
potential customers will obtain an MAA. Without broad approvals of MAA applications obtained by potential German
customers, our ability to successfully commercialize INTERCEPT in Germany will be negatively impacted, which may
adversely affect the potential for growth in that region. In addition, the reimbursement awarded to INTERCEPT in Germany
may not be considered by German blood centers as attractive enough to implement pathogen reduction or cover the entirety of
their blood center platelet collections which may in turn limit the market acceptance in Germany. We do not yet know if or how
German blood centers plan to market and sell to their hospital customers nor do we have the ability to influence and control
implementation in hospitals in Germany to administer pathogen- reduced platelets. Should German blood centers be ineffective
in marketing and selling INTERCEPT- treated platelets or if hospitals object, or are slow implementing the steps needed to
procure and administer pathogen reduced platelets, our market in Germany may be limited or be slow to realize acceptance. In
France, broad product adoption is dependent on a central decision by the Etablissement Frangais du Sang, or EFS, a public
organization responsible for all collection, testing preparation and distribution of blood products in France. In October 2021, we
entered into a new agreement with EFS to supply platelet disposable kits. The agreement for supply of platelet disposable kits
provides for a base term of two years, with two options for EFS to extend for one year each. EFS exercised the first option in
June 2023. In January 2020, we entered into a new agreement with EFS to supply plasma disposable kits and maintenance
services for illuminators for a base term of two years, with two options for EFS to extend for one year each. EFS exercised the
second option in September-August 2022 . EFS exercised the first supplementary extension of six months in January 2024 .
While EFS has standardized production of its platelets using the INTERCEPT Blood System, we cannot provide any assurance
that the national deployment of INTERCEPT to treat platelets in France will be sustainable, or that we will be able to secure any
subsequent contracts with EFS or that the terms, including the pricing or committed volumes, if any, of any future contract will
be equivalent or superior to the terms under our current contracts. If we are unable to continue to successfully support EFS’
national adoption of the INTERCEPT Blood System for platelets, EFS’ use of the INTERCEPT Blood System for Plasma or the
final commercial terms of any subsequent contract for platelet or plasma disposable kits are less favorable than the terms under
our existing contracts, our financial results may be adversely impacted. In England, decisions on product adoption are
centralized in the National Blood Service, or NHSBT, which collects, tests, processes and supplies blood products to hospitals in
England and North Wales. The National Blood Service has implemented bacterial detection for platelets for several years. We
do not know when, if ever, the NHBST will consider adoption of a product for pathogen reduction, including INTERCEPT. In
Japan, the Japanese Red Cross controls a significant majority of blood centers and exerts a high degree of influence on the
adoption and use of blood safety measures. The Japanese Red Cross has been reviewing preclinical and clinical data on pathogen
reduction of blood over a number of years and has yet to make a formal determination to adopt any pathogen reduction
approach. Before the Japanese Red Cross considers our products, we understand that we may need to complete certain product
configuration changes, which may not be economically or technologically feasible for us to complete. The FDA has granted
Breakthrough Device Designation and has since approved the INTERCEPT Blood System for Cryoprecipitation, which uses our
plasma system to produce IFC for the treatment and control of bleeding, including massive hemorrhage, associated with
fibrinogen deficiency and to produce the derivative product, pathogen reduced plasma, cryoprecipitate reduced. We have
entered into manufacturing agreements with certain blood centers to produce IFC for us. In addition, we have entered into
agreements with certain blood centers and blood center affiliate organizations to sell the INTERCEPT Blood System for
Cryoprecipitation. In order to successfully commercialize IFC, we will need to generate commercial use data in order to
1nf1uence the market and sell drrectly to hosprtal users and blood center producers of cryoprecipitate —We-are-adding-te-and
OrEANZHE existing-eom nmeretatize . We do not know if IFC will be perceived as clinically,
operatronally, or economlcally attractive to hosprtal customers or at what price, if any, or if the investment needed to sell IFC
will be sustainable. Should our sale of kits to produce IFC alienate our contracted manufacturing partners, it may put pressure on
the pricing for IFC in the marketplace or limit commercialization of IFC in the U. S. Market adoption of our products is affected
by blood center and healthcare facility budgets and the availability of coverage and adequate reimbursement from governments,
managed care payors, such as insurance companies, and / or other third parties. In many jurisdictions, due to the structure of the
blood products industry, we have little control over budget and reimbursement discussions, which generally occur between
blood centers, healthcare facilities such as hospitals, and national or regional ministries of health and private payors. Even if a
particular blood center is prepared to adopt the INTERCEPT Blood System, its hospital customers may not accept , may not
have resources to adopt neW technologles, or may not have the budget to purchase INTERCEPT treated blood products —We

te1mp-}efnent—a—ﬂew—teehne-}egysueh—as—HFPERGE-P:P Since blood centers would hkely not ehmrnate the practrce of screening

donors or testing blood for some pathogens prior to transfusion, even after implementing our products, some blood centers may
not be able to identify enough cost offsets or hospital pricing increases to afford to purchase our products. Budgetary concerns
may be further exacerbated by economic legislation in certain countries and by proposals by legislators at both the federal and,
in some cases, state levels, regulators, healthcare facilities and third- party payors to keep healthcare costs down, which may
limit the adoption of new technologies, including our products. In some jurisdictions, commercial use of our products may not



be covered by governmental or commercial third- party payors for health care services and may never be covered. Even if we
received national reimbursement for our products, we may not be able to eenviree-educate adequate numbers of blood center
customers to-ehange-on the benefits of changing their operating practices and produce INTERCEPT- treated platelets and
plasma. In the U. S., we obtained HCPCS reimbursement codes for hospital outpatient billing and payment of INTERCEPT-
treated platelets and plasma in 2015, and for IFC and the derivative, pathogen- reduced plasma, cryoprecipitate reduced in 2021.
We cannot guarantee that the HCPCS codes for our products will be assigned payment rates in amounts sufficient to cover the
cost of our products to hospital customers. The costs and expenses incurred by the blood center related to donor blood are
typically included in the price that the blood center charges a hospital for a unit of blood. Even after blood components treated
with our products are approved for reimbursement by governmental or commercial third- party payors, the costs and expenses
specific to the INTERCEPT Blood System may not be directly reimbursed, but instead may be incorporated within the
reimbursement structure for medical procedures and / or products at the site of patient care. Governmental or third- party payors
may change reimbursement rates, year over year, or in reaction to submitted claims for reimbursement of costs and expenses
related to blood components treated with INTERCEPT. If the costs to the hospital for INTERCEPT processed blood products
cannot be easily, readily, or fully incorporated into the existing reimbursement structure, or if reimbursement rates are
insufficient or decreased in any given year for blood components treated with INTERCEPT, hospital billing and / or
reimbursement for these products could be impacted, thus negatively impacting hospitals’ acceptance and uptake of our
products. We maintain a wholly- owned subsidiary, Cerus Europe B. V., headquartered in the Netherlands, which focuses its
efforts on marketing and selling the INTERCEPT Blood System in a number of countries in Europe, the CIS, the Middle East
and selected countries in other regions around the world. We have a small scientific affairs group in the U. S. and the
Netherlands that supports our commercialization efforts as well as hospital affairs professionals, to help educate hospitals and
physicians on our products, clinical trial history and publications. We have a small group of individuals to which we may add to
in the future to market and sell IFC in the U. S. We have a small number of employees focused on servicing the markets in Asia-
Pacific and Latin American regions and rely primarily on distributors to market and sell our products in those regions. In
February 2021, we entered into an Equity Joint Venture Contract with Shandong Zhongbaokang Medical Implements Co., Ltd.,
or ZBK, to establish Cerus Zhongbaokang (Shandong) Biomedical Co., LTD., which we refer to as the JV, for the purpose of
developing, obtaining regulatory approval for, and eventual manufacturing and commercialization of the INTERCEPT blood
transfusion for platelets and red blood cells in the People’ s Republic of China. We own 51 % of equity in the JV. The JV will
need to obtain regulatory approval for the INTERCEPT Blood System for platelets and red blood cells before it can begin
commercializing in China. In order to obtain that regulatory approval, the JV may need to run additional clinical studies in
China. We cannot assure you the JV will be successful in meeting the endpoint, once defined, or that it will ever receive
regulatory approval. We have entered into distribution agreements, generally on a geographically exclusive basis, with
distributors in countries where we have limited abilities to commercialize our products directly. In certain of these jurisdictions,
we rely on these distributors to obtain any necessary in- country regulatory approvals, in addition to marketing and selling the
INTERCEPT Blood System, providing customer and technical product support, maintaining inventories, and adhering to our
quality system in all material respects, among other activities. Selected areas where we have entered into geographically
exclusive distribution agreements include but are not limited to certain countries in the CIS, the Middle East, Latin America, and
Southeast Asia. Our success in these regions is dependent on our ability to support our distributors and our distributors’ ability to
market and sell our products and to maintain and service customer accounts, including technical service. Our distribution
agreements meaningfully contribute to our revenues. As such, declining performance or the outright termination or loss of
certain distributor relationships could harm our existing business, may impact our growth potential, and could result in higher
operating costs for us. As our distributors play a critical role in our commercialization efforts, we evaluate their performance on
an ongoing basis. As we continue to evaluate our distributors, we may take further actions in the future which may have an
impact on our operating results. In the past, we have transitioned certain territories to new distribution partners who we felt were
capable of improved performance relative to their predecessors as well as transitioned some of these territories to a Cerus direct
option ferEFS-te-extend-for-one-yeareachsateseffort-, which we believed would provide us with better visibility into and
control of sales execution. We may undertake similar changes in the future. As a result, we may experience a decrease in the
volume of INTERCEPT disposable kit sales for the impacted territories as outgoing distribution partners sell through their
disposable kit inventory. In addition, any new distributors or our own direct sales force may require some time to develop the
market with the same proficiency as previous distributors. We cannot provide assurance that any such changes will achieve the
same level of operations or proficiency as previous distributors. Government Contracts We operate directly under three contracts
with U. S. Federal Agencies, one with BARDA, one with the FDA, and another with the BepartmentefBefense;er-DoD.
Revenue from the cost reimbursement provisions under our BARDA and the FDA government contracts varies by year. A
portion of our government contract revenue is subject to renegotiation of reimbursement rates or termination of the contract at
the election of the U. S. government. Our ability to recognize revenue under our contract with DoD for the development of
pathogen reduced, lyophilized cryoprecipitate is based on the application of the cost- to- cost input method, which measures the
extent of progress towards completion based on the ratio of actual costs incurred to the total estimated costs. Revenue is
recorded as a percentage of the transaction price based on the extent of progress towards completion. In addition, U. S.
government contracts typically contain unfavorable provisions and are subject to audit and modification by the government at its
sole discretion. Generally, government contracts, including our agreements with BARDA, the FDA, and the DoD, contain
provisions permitting unilateral termination or modification, in whole or in part, at the U. S. government’ s convenience. See
Note 2 in the Notes to Consolidated Financial Statements under *“ Item 15 — Exhibits and Financial Statement Schedules —
Financial Statements * of this Annual Report on Form 10- K for information on significant accounting policies related to our
government contract revenue and other financial information for the years ended December 31, 2023, 2022 and 2021 and-2626



. Further discussion of the factors impacting our government contracts revenue and the related impact on our ability to operate
our business can be found under “ Item 1A — Risk Factors ” of this Annual Report on Form 10- K, under the risk factors titled
A significant portion of the funding for the development of the red blood cell system has come and is expected to continue to
come from our BARDA agreement, and if BARDA were to eliminate, reduce, delay, or object to extension for funding of our
agreement, it would have a significant, negative impact on our government contract revenues and cash flows, and we may be
forced to suspend or terminate our U. S. red blood cell development program or obtain alternative sources of funding ” and *
Unfavorable provisions in government contracts, including in our contracts with BARDA, FDA and DoD, may harm our
business, financial condition and operating results. *” Competition Our products face a wide variety of competition from entities
competing directly with alternative pathogen reduction technologies for platelets and / or plasma, as well as from entities
developing and selling diagnostic screening products to detect and prevent contaminated products from being transfused, and
from process and procedural decisions involving blood banking operations including but not limited to shortened shelf- life of
blood components. Many of our competitors have mature, well- established products or have other products which are sold to U.
S. based blood centers and many have more commercial resources than we do. In addition, competitors may choose to seek a
lower class of regulatory approval or certification than our products, which may be easier and less costly for them to maintain
and may be perceived as sufficient by the marketplace. We believe that the INTERCEPT Blood System has certain competitive
advantages over competing blood- borne pathogen reduction methods that are either on the market or known to us to be in
development. The INTERCEPT Blood System is designed for use in blood centers, which allows for integration with current
blood collection, processing and storage procedures. Certain competing products currently on the market, such as solvent
detergent- treated plasma, use centralized processing that takes blood products away from the blood center in order to be treated
at a central facility before being shipped back out to the blood centers or hospitals for ultimate transfusion, which may result in
higher costs. Our INTERCEPT Blood System for cryoprecipitation competes with traditional cryoprecipitate, a by- product of
thawing frozen plasma and with human plasma derived fibrinogen concentrates. While we believe that IFC has many
advantages over competitors, conventional cryoprecipitate and fibrinogen concentrates are well established within hospital use.
Hospitals may not perceive the advantage of IFC over the competing products, we may be ineffective in selling blood
components directly to hospitals or be unable to eenvinee-demonstrate to hospitals efthe economic or patient advantages
relative to the competitors. In Europe, several companies, including Grifols, Octapharma AG, MacoPharma International and
Kedrion Biopharma, are developing or selling commercial pathogen reduction systems or services to treat fresh frozen plasma.
Terumo BCT, a subsidiary of Terumo Corporation, has developed a pathogen reduction system for blood products and has
received a Class II CE Certificate of Conformity and affixed the CE Mark for such system for both platelets and plasma and
received Swissmedic approval for platelets treated with their system. MacoPharma has received a CE Certificate of Conformity
for a UVC- based pathogen reduction product for platelets. MacoPharma completed a Phase 3 clinical trial in Germany to
generate additional data for possible expanded approvals. We understand that Terumo BCT also developed a pathogen reduction
system for whole blood receiving a Class II CE Certificate of Conformity. Each of these companies’ products may offer
competitive advantages over our INTERCEPT Blood System. In the U. S., INTERCEPT- treated plasma faces competition from
Octapharma AG, which is currently commercializing treated fresh frozen plasma for certain indications in the U. S. Our platelet
product faces competition from a number of diagnostic and testing companies currently approved for the detection of pathogens
including bacterial and viral pathogens in donated blood products and may face competition from other technologies if approved
. We are currently the only approved pathogen reduction product in the U. S. and therefore subject to Department of
Justice, or DOJ, anti- trust oversight . Terumo BCT” s platelet, plasma or whole blood pathogen reduction product may be
viewed as favorable by the Japanese Red Cross. Terumo Corporation is a large Japan- based, multinational corporation with
more mature products and relationships than we have. Our ability to commercialize our products in certain markets, particularly
in Japan, may be negatively affected by Terumo’ s resources and their pre- existing relationships with regulators and customers.
Should Terumo BCT’ s product be approved for use and commercialized in Japan, our products would likely directly compete
against its products and we believe we would likely need to either establish operations in Japan or partner with a local Japanese
company. We believe that the primary competitive factors in the market for pathogen reduction of blood products include the
breadth and effectiveness of pathogen reduction processes, the amount of demonstrated reduction in transfusion related adverse
events subsequent to adopting pathogen reduction technology, robustness of treated blood components upon transfusion, the
scope and enforceability of patent or other proprietary rights, perceived product value relative to perceived risk, product supply,
perceived ease of use, perception of safety, efficacy and economics of pathogen reduction systems, and marketing and sales
capability. In addition, we believe the length of time required for products to be developed and to receive regulatory and, in
some cases, reimbursement approval are also important competitive factors. We believe that the INTERCEPT Blood System
will compete favorably with respect to these factors, although there can be no assurance that it will be able to do so. Our success
will depend in part on our ability to eemnvinee-educate prospective customers of the benefits of and need to adopt pathogen
reduction technology and specifically our system relative to other technologies, our ability to obtain and retain regulatory
approvals or certifications for our products, and our ability to continue supplying quality and effective products to our customers
and prospective customers. Patents, Licenses and Proprietary Rights Our commercial success will depend in part on our ability
to obtain patents, to protect trade secrets, to operate without infringing upon the proprietary rights of others and to prevent others
from infringing on our proprietary rights. Our policy is to seek to protect our proprietary position by, among other methods,
filing U. S. and foreign patent applications related to our proprietary technology, inventions and improvements that are
important to the development of our business. As of December 31, 2822-2023 , we owned +8-11 issued or allowed U. S. patents
and approximately 76-112 issued or allowed foreign patents related to the INTERCEPT Blood System. Our patents expire at
various dates between 2025 and 2040. Recent patent applications will, if granted, result in patents with later expiration dates. In
addition, we have a license from Fresenius to H—S—and-foretgirpatents relating to the INTERCEPT Blood System, whieh-that



expire later at-vartous-dates-in 2023-and-2024. Due to the complexity of our products, we believe it is the protection afforded to
our products by the portfolio of intellectual property rights that best protect our proprietary system rather than any one particular
patent or trade secret. Proprietary rights relating to our planned and potential products will be protected from unauthorized use
by third parties only to the extent that they are covered by valid and enforceable patents or are effectively maintained as trade
secrets. The laws of certain foreign countries do not protect our intellectual property rights to the same extent as do the laws of
the U. S. We are aware of an expired U. S. patent issued to a third- party that covers methods to remove psoralen compounds
from blood products. We have reviewed the patent and believe there exist substantial questions concerning its validity. We
cannot be certain, however, that a court would hold the patent to be invalid or not infringed by our platelet or plasma systems. In
this regard, whether or not we have infringed this patent will not be known with certainty unless and until a court interprets the
patent in the context of litigation. In the event that we are found to infringe any valid claim of this patent, we may, among other
things, be required to pay damages. Further discussion of the factors impacting our intellectual property and the related impact
on our ability to operate our business can be found under “ Item 1A — Risk Factors ” of this Annual Report on Form 10- K,
under the risk factor titled “ We may not be able to protect our intellectual property or operate our business without infringing
intellectual property rights of others. ” Seasonality Our business is dependent on the marketing and commercialization of the
INTERCEPT Blood System to customers such as blood banks, hospitals, distributors and other health care providers that have a
need for a pathogen reduction system to treat blood products for transfusion. Since we have not experienced purchasing patterns
from our customers based on seasonal trends, we do not expect seasonality to have a material effect on our business, although
purchasing patterns and inventory levels can fluctuate. Inventory Requirements and Product Return Rights Our platelet and
plasma disposable kits have received regulatory approval and certification for shelf lives ranging from 6 to 24 months. Our
INTERCEPT Blood System for Cryoprecipitation has received regulatory approval and certification for a shelf life of 12
months. Although we have regulatory approval and certification for our products in most regions for up to a 24 month shelf life,
the FDA has limited our platelet product to a six month shelf life and has asked for additional stability and aging data on newly
manufactured lots swhiek-. While we have generated stability data beyond six months, we will require-is-need to continue to
manage our U. S. supply chain closely until we generate-the-requested-data-and-receive approval for longer shelf lives from the
FDA. Illuminators and replacement parts do not have regulated expiration dates. We own raw materials, work- in- process
inventory for certain components of INTERCEPT disposable kits, finished INTERCEPT disposable kits, illuminators, and
certain replacement parts for our illuminators. Our supply chain for certain of these finished goods and separately, components,
held as work- in- process on our consolidated balance sheets, may potentially take over one year to sell or complete production
before being utilized in finished disposable kits or illuminators. We maintain inventory based on our current and future sales
projections, and at each reporting period, we evaluate whether our work- in- process inventory would be used for production
within the next 12- month period and evaluate our finished umts in order to sell to ex1stmg and prospectlve customers w1thm the
next 12- month period. It Exeep aetive eal-ingredients M aterials-tsedinth
produetion-ofeertain-eomponents;it-is not customary for our productlon cycle for 1nventory to exceed twelve months Instead,
we use our best judgment to factor in lead times for the production of our finished units to meet our current demands.
Occasionally, we make last- time- buys of certain components or raw materials when such components or raw materials are
considered at risk of being discontinued which allows us to ensure continuity of production and sufficient time to develop or
identify, qualify and secure alternate raw materials or components. Inventory is recorded at the lower of cost, determined on a
first in, first out basis, or market value. We use judgment to analyze and determine if the composition of our inventory is
obsolete, slow- moving, or unsalable and frequently review such determinations. We rely on our direct sales team and
distributors to provide accurate forecasts of sales in their territory. If our forecasts or those of our distributors are inaccurate, we
could face backlog situations or conversely, may produce and carry an abundance of inventory that would consume cash faster
than we have currently planned. Generally, we write- down specifically identified unusable , expired , obsolete, slow- moving,
or known unsalable inventory that has no alternative use to net realizable value in the period that it is first recognized, by using a
number of factors, including product expiration dates, open and unfulfilled orders, and sates-fereeasts-forecasted demands .
Any write- down of our inventory to net realizable value establishes a new cost basis ané-that will be maintained even if certain
circumstances suggest that the inventory is recoverable in subsequent fiscal periods. We sell the INTERCEPT Blood System
directly to blood banks, hospitals, universities, and government agencies, as well as to distributors in certain regions. Generally,
our contracts with our customers do not provide for open return rights, except within a reasonable time after receipt of goods in
the case of defective or non- conforming product. We have also entered into agreements with certain blood centers and blood
center affiliate organizations to sell the INTERCEPT Blood System for Cryoprecipitation for their production of IFC and sale to
their hospital customers. We may encounter pricing challenges and competition between the direct to hospital sales model and
kit sale to blood center model. Research and Development Expenses A significant portion of our operating expenses is related to
research and development, and we intend to maintain a balanced yet strong commitment to our research and development
efforts. As we look ahead, we anticipate that the-maintaining compliance with regulatory requirements and obtaining
subm-tss&en—pfeeesses—felated—to—potenﬂal PMA supplements for the platelet and plasma systems or post market approval
requirements will require substantial continued investment in research and development activities, as will our ongoing clinical,
development and chemistry manufacturing and control, or CMC, work for our red blood cell system in Europe as well as our
whole- blood initiative in collaboration with the FDA and lyophilized IFC development initiative in collaboration with the
DoD . In the U. S., we expect to incur research and development expenses associated with pursuing licensure of the red blood
cell system including the RedeS study, the ReCePI study and an additional Phase 3 clinical trial for chronic anemia, in vitro
studies, and other activities to pursue FDA approval of our red blood cell system. To the extent available, many of the U. S. red
blood cell activities may be reimbursed by BARDA, though no guarantee can be made that our progress will be satisfactory to
BARDA or that funds will be available to either BARDA or us. Similarly, most of our whole blood program is expected to be




reimbursed by the FDA, though no guarantee can be made that our progress will be satisfactory to the FDA or that funds will be
available to the FDA or us. Our ability to receive funding under our contract with DoD for the development of pathogen
reduced, lyophilized cryoprecipitate is based on achievement of milestones which cannot be guaranteed. If we are unable to
achieve any of those milestones, funding may be limited , delayed , less than expected, or non- existent for that particular
milestone, which in all cases would negatively impact our cash flows and financial results. In addition, we plan to continue
spending on new product development and enhancements to our illumination device and next generation of our INTERCEPT
Blood System kits, which may increase research and development expenses. See Note 2 in the Notes to Consolidated Financial
Statements under “ Financial Statement Schedules — Financial Statements ” of this Annual Report on Form 10- K for costs and
expenses related to research and development, and other financial information for the years ended December 31, 2023, 2022 5
and 2021 ard2028-. Government Regulation We and our products are comprehensively regulated in the U. S. by the FDA and
by comparable governmental authorltles n other Jurlqdlctloni We 1n1tlally recelved a CE Certlficate of Conformlty in
accordance with © rvestigationa as-beer - y g-eateg

as—Glass—H—I—dﬂg+deﬂee—eembmaﬁeﬁ—tmdeﬁhe MDD for our platelet system
need-to-be-re—registeredand approved-underseparately for our plasma system in 2002 and 2006 We CE Marked our

products accordingly, and have regularly filed and obtained required extensions to continue to market the-those new
products in the EU and other countries that recognize the CE Mark. On May 26, 2021, the M DR svhieh-entered into
application enMay26-, repealing and replacmg the MDD. In December %92—1—2023 we —We—rmtxa-l—ly—recelved aCE
Geft-rﬁea-te-Certlﬁcates of Conformlty 0 § ; ysterrin accordance with the

accor dance Wlth the MDR ﬂaust—be—feeewed—for the red blood cell system and affix the related CE Mark to permit the
product to be sold in the European Union and in other countries recognizing the CE Mark. We filed our application for a CE
Certlﬁcate of Conformlty ofthe red blood cell iyqtem -rn—Beeeﬁ&ber%@-l—S—undel the MDR MPDB;and-in June 2021 ;we

: v¥DR-. We have been notified However-we-donotexpeet
that all four modules of our submission have been reviewed by our notified body, TUV SUD. Furthermore, the Dutch
Medical Evaluation Board, or CBG, the competent authority for our red blood cell product, has reviewed the relevant
sections of our submission and have asked numerous questions. We will need to satisfactorily respond to those questions
timely and with satisfactory data before our products will be considered for certification. We cannot predict when, if
ever, our answers to those questions and the required data will support a decision under-concerning certification. In
addition, CBG has asked TUV SUD to assess thc MBR-need for consultation of additional substances contained within
the INTERCEPT RBC Processing Set (Processing Solution and SAG- M Storage Solution). We cannot predict, when, if
ever, we will be able to resolve the requirement for consultation, or complete the consultation, if required, and therefore
whether a decision concerning the certification will occur fer-atteastanetherd2-menths;#fever [n addition, France,
Switzerland, Germany, and Austria require separate approvals for INTERCEPT- treated blood products. The FDA regulates
drugs, medical devices and biologics under the Federal Food, Drug, and Cosmetic Act and other laws, including, in the case of
biologics, the Public Health Service Act. These laws and implementing regulations govern, among other things, the
development, testing, manufacturing, record keeping, storage, labeling, advertising, promotion and pre- market clearance or
approval of products subject to regulation. The steps required before a medical device may be approved for marketing in the U.
S. pursuant to a PMA include: ¢ preclinical laboratory and animal tests; ¢ submission to the FDA of an investigational device
exemption for human clinical testing, which must become effective before human clinical trials may begin; ¢ appropriate tests to
show the product’ s safety; ¢ adequate and well- controlled human clinical trials to establish the product’ s safety and efficacy
for its intended indications; ¢ submission to the FDA of a PMA; and ¢ FDA review of the PMA in order to determine, among
other things, whether the product is safe and effective for its intended uses. The FDA has approved the platelet system for ex
vivo preparation of pathogen- reduced apheresis platelet components in order to reduce the risk of TTI, including sepsis, and as
an alternative to gamma irradiation for prevention of transfusion- associated graft versus host disease, or TA- GVHD. The FDA
has also approved the plasma system for ex vivo preparation of pathogen- reduced, whole blood derived or apheresis plasma in
order to reduce the risk of TTI when treating patients requiring therapeutic plasma transfusion and as an alternative to gamma
irradiation for prevention of TA- GVHD. We have also reeentlyreceived FDA approval for the INTERCEPT Blood System for
Cryoprecipitation, which uses our plasma system to produce IFC for the treatment and control of bleeding, including massive
hemorrhage, associated with fibrinogen deficiency and to produce pathogen reduced plasma, cryoprecipitate reduced. We plan
to conduct development activities, clinical studies and in vitro studies for our platelet system to expand our label claims in the U.
S. As a condition to the FDA approval of the platelet system, we were required to conduct two post- approval studies of the
platelet system studies- a haemovigilance study to evaluate the incidence of acute lung injury following transfusion of
INTERCEPT- treated platelets; and a recovery study of platelets treated with the platelet system. The haemovigilance study has
completed, met its end point, and results have been published in a peer- reviewed journal. We have also Hewever;-we-willneed
to-sueeesstully-eomplete-completed the recovery and survival study of the platelet system and have submitted the data to the
FDA . Should swwe-be-unsteeessful-in-meeting-the eriterta FDA disagree with our conclusions for- or require additional data
the-reeovery-and-suarvival-stady—, use of the platelet system may be limited, require label and use restrictions or have a revocation
or suspension of approval. In addition to these studies, the FDA has also required us to perform many studies to support changes
to our products and to commit to perform other lengthy post- marketing studies, for which we will have to expend significant
additional resources. In addition, there is a risk that post- approval studies will show results inconsistent with our previous




studies. Any modifications to the platelet and plasma systems that could significantly affect their safety or effectiveness,
including significant design and manufacturing changes, or that would constitute a major change in their intended use,
manufacture, design, components, or technology requires FDA approval of a new PMA or PMA supplement. However, certain
changes to a PMA- approved device do not require submission and approval of a new PMA or PMA supplement and may only
require notice to FDA in a PMA Annual Report. The FDA requires every supplier to make this determination in the first
instance, but the FDA may review any supplier’ s decision. The FDA may not agree with our decisions regarding whether new
submissions or approvals are necessary. Our products could be subject to recall if the FDA or other regulators determine, for any
reason, that our products are not safe or effective or that appropriate regulatory submissions were not made. If new regulatory
approvals are required, this could delay or preclude our ability to market the modified system. We will need to obtain regulatory

approval of any future redesrgn of the 111um1nat0r before it can be comrnerelahzed I-n—addi-tten—eefta—rn—se-lveﬂts—we—used—te—rnake

the U. S., we W111 need to develop and test addrtronal conﬁguratlons of the platelet system including making the platelet system
cornpatrble with random donor platelets. Our failure to obtain FDA or foreign regulatory approvals of new platelet and plasma
product configurations could significantly limit product revenues from sales of the platelet and plasma systems. With FDA
approval of our platelet and plasma systems and the INTERCEPT Blood System for Cryoprecipitation, we are required to
continue to comply with applicable FDA and other regulatory requirements related to, among other things, labeling, packaging,
storage, advertising, promotion, record- keeping and reporting of safety and other information. In addition, our manufacturers
and their facilities are required to comply with extensive FDA and foreign regulatory ageney-authority requirements, including,
in the U. S., ensuring that quality control and manufacturing procedures conform to FDA- mandated current Good
Manufacturing Practice, or cGMP, and Quality System Regulation, or QSR, requirements. As such, we and our contract
manufacturers are subject to continual review and periodic inspections. The manufacturing facility which produces our platelet
and plasma systems was recently audited by the FDA. While there were not objectionable conditions observed during the audit,
the FDA or other regulatory agenetes-authorities and Notified Bodies may inspect and audit facilities manufacturing or
products or components at any time. Complying with and resolving any audit findings may result in additional costs, changes to
our manufacturers quality management systems or both. Failure to timely resolve and comply to audit findings, if any, may
result in enforcement actions and may result in a disruption to the supply of our products. Accordingly, we and others with
whom we work must continue to expend time, money and effort in all areas of regulatory compliance, including manufacturing,
production and quality control. Similar requirements and considerations apply in the EU for our platelet and plasma
systems that have been CE Marked in accordance with the MDR. The changes to the regulatory system implemented in the
EU by the MDR inelude-have stricter requirements for clinical evidence and pre- market assessment of safety and performance,
new classifications to indicate risk levels, requirements for third party testing by Notified Bodies, tightened and streamlined
quality management system assessment procedures and additional requirements for the quality management system, additional
requrrements for traceablhty of products and transparency as Well a refined responsibility of economic operators. We-are-alse
provide eport—Fulfilment of the obligations imposed by the MDR
rnay cause us to incur substantlal costs. We may be unable to fulﬁll these obligations er-eurNetifted-Body-may-constder-that-we
have-notadeqtate AHEE h ated-obligations-to merit the continued use of a CE Certificate of
Conforrnrty under the MDR We are also requrred to report certain adverse events and production problems, if any, to the FDA,
competent authorities of the EU Member States and Notified Bodies, and foreign regulatory authorities, when applicable, and
FDA, competent authorities of the EU Member States, or other foreign regulatory authorities may require us to recall products as
a result of adverse events or production problems. Additionally, we are required to comply with requirements concerning
advertising and promotion for our products. For example, our promotional materials and training methods must comply with
FDA and other applicable laws and regulations, including the prohibition of the promotion of unapproved, or off- label, uses. If
the FDA, competent authorities of the EU Member States, or other foreign regulatory authorities determine that our promotional
materials or training constitute promotion of an off- label use, they could request that we modify our training or promotional
materials or subject us to regulatory or enforcement actions, including the issuance of an untitled letter, a warning letter,
injunction, seizure, civil fine or criminal penalties. It is also possible that other federal, state, competent authorities of the EU
Member States, or foreign authorities might take action if they consider our promotional or training materials to constitute
promotion of an off- label use, or a violation or any other federal or state law that applies to us, such as laws prohibiting false
claims for reimbursement. Although our policy is to refrain from statements that could be considered off- label promotion of our
products, the FDA, competent authorities of the EU Member States, or another regulatory agency could disagree and conclude
that we have engaged in off- label promotion. In addition, the off- label use of our products may increase the risk of product
liability claims. We are also subject to other broadly applicable fraud and abuse and other healthcare laws and regulations,
including anti- kickback, health care professional payment transparency, and health information privacy and security laws,
which may constrain the business or financial arrangements and relationships through which we research, as well as, sell,
market and distribute our products. Any enforcement action brought by a federal, state or foreign authority could result in
significant civil, criminal and / or administrative penalties, damages, fines, disgorgement, exclusion from participation in
government programs, such as Medicare and Medicaid, injunctions, private “ qui tam ” actions brought by individual
whistleblowers in the name of the government, or refusal to allow us to enter into government contracts, contractual damages,
administrative burdens, diminished profits and future earnings, additional reporting requirements and / or oversight if we
become subject to a corporate integrity agreement or similar agreement. In addition, our reputation could be damaged and
adoption of the products could be impaired. Further discussion of the health care laws and regulations that may affect our can be
found in “ Item 1A — Risk Factors ” of this Annual Report on Form 10- K, under the risk factor titled: “ We are subject to




federal, state and foreign laws governing our business practices which, if violated, could result in substantial penalties and harm
our reputation and business. ” CBER is the center within the FDA principally responsible for regulating the INTERCEPT Blood
System. In addition to regulating our blood safety products, CBER also regulates the blood collection centers and would regulate
any blood products that they prepare using the INTERCEPT Blood System. Many U. S.- based blood centers have completed
and obtained site- specific licenses from CBER that allows them to make INTERCEPT- treated blood products available to their
interstate hospital customers. Any significant product change that we make may require amendments or supplements to those
site- specific licenses that could limit availability of INTERCEPT- treated blood products until the amendment or supplement is
approved. Additionally, hospital customers of ours or of any of our blood center customers may need to go through the
administrative process of generating internal tracking codes to integrate INTERCEPT- treated products into their inventories or
may need to amend or adjust those codes in connection with a significant product change that we make, which may adversely
impact our ability to sell products in the U. S. Increasingly, the competent authorities of other countries are also developing
equivalent rules and obligations. We supply the INTERCEPT Blood System for Cryoprecipitation to select blood centers that
manufacture IFC for us. We plan to sell the finished IFC made by our manufacturing blood center partners directly to hospitals.
Similar to our platelet and plasma products, any blood center manufacturing IFC will need to complete their process validations
and obtain site- specific licenses from CBER before we or they can sell finished IFC to hospital customers outside of the states
producing IFC. While esrre-three of our manufacturing partners have received #s-a BLA from CBER #2624, we plan to
continue working with our other U. S.- based blood centers manufacturing partners to support these activities and any delay in
obtaining these licenses would adversely impact the nationwide availability of our finished IFC in the U. S . In late 2023, we
learned that Octapharma filed a complaint against the FDA regarding BLAs received by our manufacturing partners.
While we understand that the complaint has been settled, it has and may continue slowing the licensure of additional
BLAs. Until additional BLAs are issued to our manufacturing partners, we may not have enough production capacity to
supply demand, especially in states outside of the home states of our manufacturing partners . [n addition, we have entered
into certain agreements with blood centers and blood center affiliate organizations to sell the INTERCEPT Blood System for
Cryoprecipitation kits which will allow those blood centers and blood center affiliate organizations to produce finished IFC for
their own sales efforts to hospitals. The preclinical and clinical studies of the INTERCEPT Blood System for red blood cells
have been conducted using prototype system disposables and devices. In addition to the clinical trials, a number of
manufacturing and validation activities must be completed before we could sell the red blood cell product. We believe that in
deciding whether the INTERCEPT Blood System is safe and effective regulatory authorities have taken, and are expected to
take, into account whether it adversely affects the therapeutic efficacy of blood components as compared to the therapeutic
efficacy of blood components not treated with INTERCEPT. Data from human clinical studies must demonstrate the safety of
treated blood components and their therapeutic comparability to untreated blood components. In addition, regulatory authorities
will weigh INTERCEPT” s safety, including potential toxicities of the inactivation compounds, and other risks against the
benefits of using the system in a blood supply that has become safer. We have conducted many toxicology studies designed to
demonstrate the INTERCEPT Blood System’ s safety. There can be no assurance that regulatory authorities will not require
further toxicology or other studies of our products. As an example, CBG has asked TUV SUD to assess the need for
consultation of additional substances contained within the INTERCEPT RBC Processing Set (Processing Solution and
SAG- M Storage Solution). We cannot predict when, if ever, we will be able to resolve the requirement for consultation,
or complete the consultation, if required, and therefore whether a decision concerning the certification will occur. Should
we be required to generate data for these ancillary solutions, an approval decision may be delayed or not be received at
all. Based on discussions with the FDA and European Union regulatory authorities, we believe that data only from laboratory
and animal studies, not data from human clinical studies, will be required to demonstrate the system’ s efficacy in reducing
pathogens. In light 