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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 8-K

CURRENT REPORT
Pursuant to Section 13 or 15(d)
of the Securities Exchange Act of 1934

Date of Report (Date of earliest event reported): @nuary 5, 2015

CERUS CORPORATION

(Exact name of registrant as specified in its chaefr)

Delaware 0-21937 68-0262011
(State or other jurisdiction (Commission (IRS Employer
of incorporation) File No.) Identification No.)

2550 Stanwell Drive
Concord, California 94520

(Address of principal executive offices) (Zip Code)

Registrant’s telephone number, including area code(925) 288-6000

Check the appropriate box below if the Form 8-lifjlis intended to simultaneously satisfy the {liobligation of the registrant under any of
the following provisions (see General Instructior2 Abelow):

O  Written communications pursuant to Rule 425 unHerSecurities Act (17 CFR 230.4z

O Soliciting material pursuant to Rule -12 under the Exchange Act (17 CFR 240-12)

O Pre-commencement communications pursuant to Rul-2(b) under the Exchange Act (17 CFR 240-2(b))
O

Pre-commencement communications pursuant to Rul-4(c) under the Exchange Act (17 CFR 240-4(c))




Item 2.02  Results of Operations and Financial Conditior

On January 5, 2015, Cerus Corporation (the “CompanyCerus”) filed a preliminary prospectus supplent pursuant to Rule 424(b)(5) in
which it disclosed that, although it has not fimed its full financial results for the fiscal yearded December 31, 2014, it expects to report th.
it had approximately $51 million of cash, cash gglénts and investments as of December 31, 201id.arhount is preliminary, has not been
audited and is subject to change upon the completithe audit of the Company’s consolidated finahstatements as of and for the year
ended December 31, 2014. Additional information disdlosures would be required for a more complegerstanding of the Company’s
financial position and results of operations aBetember 31, 2014.

Forward-Looking Statements

This Item 2.02 of this report contains forward-loukstatements, including, without limitation, statents relating to Cerus’ cash position as o
December 31, 2014. These forward-looking statermemetdased upon Cerus’ current expectations. Actsalts could differ materially from
these forward-looking statements as a result daoefactors, including, without limitation, riskelated to changes in estimated cash position
based on the completion of financial closing prared and the audit of Cerus’ financial statemeanisg, other risks detailed in Cerus’ filings
with the U.S. Securities and Exchange Commissioa (8EC”), including under the heading “Risk Fastan Exhibit 99.1 hereto. You are
cautioned not to place undue reliance on thesedgi@hlooking statements, which speak only as ofiite of this report. Cerus does not
undertake any obligation to update any forward-ioglstatements as a result of new information,reigvents, changed assumptions or
otherwise.

The information in Item 2.02 of this report shaittve deemed to be “filed” for purposes of Secti8rof the Securities Exchange Act of 1934,
as amended, or otherwise subject to the liabilifethat Section 11 and 12(a)(2) of the Securifiesof 1933, as amended. The information
contained herein shall not be incorporated by egfee into any filing with the SEC made by Cerusetlibr made before or after the date
hereof, regardless of any general incorporatioguage in such filing.

Item 8.01  Other Events.

The Company is filing information for the purpodaupdating the risk factor disclosure containedsrprior public filings, including those
discussed under the heading “Item 1A. Risk Factorgs Quarterly Report on Form 10-Q for the gaagnded September 30, 2014, filed with
the SEC on November 7, 2014. The Company is algplementing and updating certain aspects of therigegi®n of its business from that
described under the heading, “Item 1. BusinesshiégnCompany’s Annual Report on Form 10-K for tharyended December 31, 2013, filed
with the SEC on March 7, 2014. The updated Complsgiosures are filed herewith as Exhibit 99.1 aralincorporated herein by reference.

Item 9.01. Financial Statements and Exhibits
(d) Exhibits.

Exhibit Description

99.1 Updated Company Disclosul



SIGNATURE

Pursuant to the requirements of the Securities &xgh Act of 1934, the Registrant has duly causisd¢port to be signed on its behalf
by the undersigned hereunto duly authorized.

CERUS CORPORATION

Dated: January 5, 20:
By: /s/ Kevin D. Green
Kevin D. Greer
Vice President, Finance and Chief Financial Off
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Exhibit 99.1

As used in this Exhibit 99.“Cerus,” “Cerus Corporation,” the “Company,” “we,” “us” and “our” refer to Cerus Corporation, a Delawa
corporation, and its wholly-owned subsidiary, CeRigope B.V. Cerus, INTERCEPT and INTERCEPT Blomtet are U.S. registered
trademarks of Cerus Corporation. All other tradek®rservice marks and trade names included inERfsbit 99.1 are the property of their
respective owners.

FORWARD-LOOKING STATEMENTS

This Exhibit 99.1 contains “forward-looking statemt&' within the meaning of Section 27A of the Setbes Act of 1933, as amended, or
the Securities Act, and Section 21E of the Seagriixchange Act of 1934, as amended, or the ExehAog These statements relate to future
events or to our future operating or financial perfance and involve known and unknown risks, uadaiies and other factors that may cause
our actual results, performance or achievemenite tmaterially different from any future resultsrfpemances or achievements expressed or
implied by the forward-looking statements. Forwlrdking statements may include, but are not limitedstatements about:

. future sales of and our ability to effectively coentialize and achieve market acceptance of the ROEPT Blood Systen
including our ability to comply with applicable U.8nd foreign laws, regulations and regulatory nesnents;

. our ability to manage the growth of our busiasd attendant cost increases, including in cdimmewith the
commercialization of the INTERCEPT Blood Systentha United States, as well as our ability to marthgeaisks attendant
to our international operation

. the timing or likelihood of regulatory submissicensd approvals and other regulatory actions or actens;
. our ability to obtain and maintain regulatory ap@is of the INTERCEPT Blood Syste!

. our ability to obtain adequate clinical and coercial supplies of the INTERCEPT Blood System fraun sole source
suppliers;

. the initiation, scope, rate of progress, resaittd timing of our ongoing and proposed pre-dihstudies and clinical trials of
the INTERCEPT Blood Syster

. the successful completion of our research, ldgweent and clinical programs and our ability tonage cost increases
associated with p-clinical and clinical development of the INTERCEBIDod System

. the ability of our products to inactivate the Ebwillaus and other pathogens that may emerge inutuef;

. our ability to protect our intellectual propeend operate our business without infringing ugf@nintellectual property rights
of others; ant

. our estimates regarding the sufficiency of our aaslources and our need for additional fund
In some cases, you can identify forward-lookingesteents by terms such as “may,” “will,” “should £duld,” “would,” “expects,” “plans,”
“anticipates,” “believes,” “estimates,” “projectspredicts,” “potential” and similar expressiongended to identify forwardboking statement
These statements reflect our current views witheesto future events, are based on assumptionararglibject to risks and uncertainties.
Given these uncertainties, you should not placaiemdliance on these forward-looking statementsdidfeuss many of these risks in greater
detail under the heading “Risk Factors” below.



We can give no assurances that any of the evetitspated by the forward-looking statements wiltacor, if any of them do occur, what
impact they will have on our business, resultsprations and financial condition. We qualify dlitloe forward-looking statements in this
Exhibit 99.1 by these cautionary statements. Alsese forward-looking statements represent oumastis and assumptions only as of the dat
such forward-looking statements are made. Excepaasred by law, we undertake no obligation toatpdor revise any forward-looking
statements to reflect new information or futurergser developments. You should not assume thasitamce over time means that actual
events are bearing out as expressed or implieddn forward-looking statements.
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RISK FACTORS

Our business faces significant risks. If any ofdkients or circumstances described in the followisigs actually occurs, our business
may suffer, the trading price of our common stomii@ decline and our financial condition or resuttoperations could be harmed. The risks
and uncertainties described below are not the onlgs facing us. There may be additional risks famedur business. Other events that we dc
not currently anticipate or that we currently deemmaterial also may adversely affect our financiahdition or results of operations.

We depend substantially upon the commercial sucagfahe INTERCEPT Blood System for platelets andipina in the United States,
and our inability to successfully commercialize thdTERCEPT Blood System in the United States woblglve a material adverse affect
on our business, financial condition, results of epations and growth prospects.

We have invested a significant portion of our @éfand financial resources on the developmenteofMTERCEPT Blood System for
platelets and plasma for the United States mafieea result, our business is substantially depenaieour ability to successfully
commercialize the INTERCEPT Blood System in thetethiStates in a timely manner. We only recentlgiresd U.S. regulatory approval of
the INTERCEPT Blood System for platelets and plasm@while we plan to make the INTERCEPT Blood 8&ystommercially available in
the United States, we have no experience commizinlany products in the United States and we beaynable to commercialize the
INTERCEPT Blood System in the United States suda#g®r in a timely manner, or at all. In additiogue to the manufacturing lead time to
produce products specific for use in the UnitedeStawe do not expect to commence commercializiedNTERCEPT Blood System for its
approved labeled indications of use prior to the einthe first quarter of 2015 at the earliestoPto commercializing the INTERCEPT Blood
System for its approved labeled indications ofinghe United States, among other things, potentiatomers may first choose to validate our
technology or conduct experience studies of theHRTEPT Blood System prior to deciding whether topdhe INTERCEPT Blood System
for commercial use. In addition, potential custosneill also be required to obtain site-specifielises from the FDA Center for Biologics
Evaluation and Research, or CBER, prior to engamjingterstate transport of blood components preegaising the INTERCEPT Blood
System, any of which could significantly delay oegude our ability to successfully commercialize tNTERCEPT Blood System to those
customers for the portion of their business invdlireinterstate commerce. If we are not successfathieving market adoption of the
INTERCEPT Blood System in the United States, we mayer generate substantial revenue, and our kassifieancial condition, results of
operations and growth prospects would be matergaity adversely affected.

Our ability to successfully commercialize the INTEIRRPT Blood System for platelets and plasma in thitdd States will depend on our
ability to:



» achieve market acceptance and generate produsttbadeigh execution of sales agreements on comafigrazasonable term

» enter into and maintain sufficient manufacturinthagements for the U.S. market with our third pattppliers

» create market demand for the INTERCEPT Blood Sydteough our education, marketing and sales aigts;

» hire, train, deploy and support a qualified \-based commercial organization and field sales ft

« expand the labeled indications of use for the INCERT Blood System and/or design, develop and ®stproduct configuration
» comply with requirements established by the FDAlding pos-marketing requirements and label restrictions;

» comply with other U.S. healthcare regulatory regnents

In addition to the other risks described hereim,ahility to successfully commercialize the INTEREEBIlood System for platelets and
plasma in the United States is subject to a nurobesks and uncertainties, including those related

» the highly concentrated U.S. blood collection matkat is dominated by a small number of bloodexilbn organization:

» regulatory and licensing requirements, inclgdinose relating to U.S.-based blood centers br&iqgired to obtain site-specific
licenses from CBER prior to engaging in interstea@sport of blood components processed usingNA&ERCEPT Blood Systen

» changed or increased regulatory restrictions anirements

e any supply or manufacturing problems or dekysing with any of our suppliers, many of whom ate sole suppliers for the
particular product or component they manufactureluiding those related to the ability of our sugmito maintain FDA approval
manufacture the INTERCEPT Blood System and to cgmjith FDA-mandated current Good Manufacturing Eca; or cGMP,
and Quality System Regulation, or QSR, requirem

« changes in healthcare laws and policy, inclgdihanges in requirements for blood product covelagU.S. federal healthcare
programs; an

» acceptance of the INTERCEPT Blood System as safetiactive from the broad constituencies involugethe healthcare systel

In addition to the above, our ability to commenaalthe INTERCEPT Blood System in the United St&etependent on our ability to
operate without infringing on the intellectual peoty rights of others. For example, we are aware dhited States patent issued to a third-
party that covers methods to remove psoralen congsfrom blood products. We have reviewed the pated believe there exists substantial
guestions concerning its validity. We cannot beéaier however, that a court would hold the pateriie invalid or not infringed by our platelet
or plasma systems upon commercialization of thesdygzts in the United States. In this regard, wiethe would, upon commercialization of
our platelet or plasma systems in the United Statéenge this patent will not be known with cartey unless and until a court interprets the
patent in the context of litigation. In



the event that we are found to infringe any valaro of this patent, we may, among other thingsidugiired to pay damages, cease the us:
sale of our platelet and plasma systems and/oiroaticense from the owner of the patent, whichmay not be able to do at a reasonable co
or at all.

These and the other risks described below relatéiaet commercialization of the INTERCEPT Blood ®ystcould have a material
adverse effect on our ability to successfully conuiadize the INTERCEPT Blood System for platelatsl @lasma in the United States.

The INTERCEPT Blood System may not achieve broadrked adoption.

In order to increase market adoption of the INTERCTHBIlood System and to create market demand it/ttiked States, we must addr
issues and concerns from broad constituenciesvaddh the healthcare system, from blood centepatients, transfusing physicians, key
opinion leaders, hospitals, private and publicaegayors, regulatory bodies and public health @ritibs. We may be unable to demonstrate tc
these constituencies that the INTERCEPT Blood Systesafe, effective and economical or that theebienof using the INTERCEPT Blood
System products justify their cost and outweighrthigks.

The use of the platelet system results in somegssicg loss of platelets. If the loss of platelessls to increased costs for our customers
our customers or prospective customers believethiedbss of platelets reduces the efficacy ofttaesfusion unit, or our process requires
changes in blood center or clinical regimens, peoipe customers may not adopt our platelet sys@srain studies have indicated that
transfusion of conventionally prepared platelety iyiald higher post-transfusion platelet countsc¢ading to a measurement called “correctec
count increment”) and may be more effective thangfusion of INTERCEPT-treated platelets. Althoeghtain other studies demonstrate that
INTERCEPT-treated platelets retain therapeutic fimnccomparable to conventional platelets, prospectustomers may choose not to adopt
our platelet system due to considerations relatngprrected count increment or efficacy.

The INTERCEPT Blood System does not inactivat&mdiwn pathogens, and the inability of the INTERCHERd0d System to inactivate
certain pathogens may limit its market adoption. &ample, our products have not been demonsttatee effective in the reduction of cert
non-lipid-enveloped viruses, including hepatiti@Ad E viruses, due to these viruda@slogy. In addition, our products have not demmatsd ¢
high level of reduction for human parvovirus B-@fich is also a non-lipid-enveloped virus. Althougl have shown high levels of reduction
of a broad spectrum of lipid-enveloped virusesspaetive customers may choose not to adopt ouuptsdased on considerations concernin
inability to inactivate, or limited reduction, oéxtain non-lipid-enveloped viruses. Similarly, altiyh our products have been demonstrated to
effectively inactivate spore-forming bacteria, puoducts have not shown to be effective in inatitigpbacterial spores once formed. In
addition, our products do not inactivate prionssiprions do not contain nucleic acid. While traission of prions has not been a major
problem in blood transfusions, and we are not awhesy competing products that inactivate pridhs,inability to inactivate prions may limit
market adoption of our products. Furthermore, duatitations of detective tests, we cannot excltiad a sufficient quantity of pathogen or
pathogens may still be present in active form, Witiguld present a risk of infection to the transflipatient. Such uncertainty may limit the
market adoption of our products.



We submitted and received approval from the FDAaféthase | clinical study protocol under an ingedibnal device exemption, or ID
to treat plasma derived from convalesced patidwatswere previously infected with the Ebola virusl éave recovered from the disease
according to the criteria set by the Centers fae@se Control and Prevention. The transfusion mfalesced plasma from Ebola survivors is
believed to pass on antibodies to the disease tiersurvivor to the recipient of the plasma trasgfn. INTERCEPT use under this IDE is
limited to pathogen reduction claims that rely aistng clinical data that we have regarding reducbf certain pathogens in donated plasma,
and we do not have any clinical or commercial dataghe efficacy of INTERCEPT to inactivate the Ebwirus and therefore do not know the
effectiveness of INTERCEPT to inactivate the Ebhotas. This may negatively impact a customer’s detd adopt INTERCEPT in those
countries where addressing the Ebola virus outbistie primary concern.

We have conducted studies of our products in botlitro andin vivoenvironments using well-established tests thatacepted by
regulatory bodies. When am vitro test was not generally available or not well-esshigld, we conductdd vivo studies in mammalian models
to predict human responsealthough we have no reason to believe thatithétro andin vivostudies are not predictive of actual results in
humans, we cannot be certain that the resultseskth vitro andin vivostudies accurately predict the actual results mdms in all cases. To
the extent that actual results in human patierffsrdior customers or potential customers percthiat actual results differ, from the results of
ourin vitro or in vivotesting, market acceptance of our products mayegatively impacted.

If customers experience operational or technicablems with the use of INTERCEPT Blood System potsiumarket acceptance may
reduced or delayed. For example, if adverse esigs from incomplete reduction of pathogens, imprgrocessing or user error, or if testing
of INTERCEPT-treated blood samples fails to relyjat®nfirm pathogen reduction, whether or not digeattributable to the INTERCEPT
Blood System, customers may refrain from purchasimgproducts. In addition, there is a risk thatHar studies that we or others may
conduct, including the post-approval study we aguired to conduct as a condition to the FDA apakof the platelet system, will show
results inconsistent with previous studies. Shohil happen, potential customers may delay or ahaosto adopt our products and existing
customers may cease use of our products. In camaikets, potential customers may require us teldey sell, and support a data managel
application for their operations before they wocdshsider adopting INTERCEPT. Such development effmiay be costly or we may be
unsuccessful in developing a data management afiplicthat would be broadly accepted. Failure t@aonay limit market adoption in
geographies where we commercialize the INTERCERD®ISystem, including the United States.

Market adoption of our products is affected by bl@enter and healthcare facility budgets and tla@ahility of reimbursement from
governments, managed care payors, such as insuranmgenies, and/or other third parties. In manigglictions, due to the structure of the
blood products industry, we have little control plsedget and reimbursement discussions, which géperccur between blood centers,
healthcare facilities such as hospitals, and nationregional ministries of health and private @ay Even if a particular blood center is
prepared to adopt the INTERCEPT Blood Systemntirstate hospital customers may not accept ormoaifiave the budget to purchase
INTERCEPT-treated blood products. Since blood asnteuld likely not eliminate the practice of sangwy donors or testing blood for some
pathogens prior to transfusion, even after implemgrour products, some blood centers may not betatidentify enough cost offsets or
hospital pricing increases to afford to purchaseppaducts. Budgetary concerns may be further ekated by the economic austerity
programs implemented in European countries anddyygsals by legislators at both the U.S. federdlsiate levels, regulators, healthcare
facilities and third party payors to keep healtkozmsts down, which may limit the adoption of neehinologies, including our
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products. In the United States, our products atalinectly subject to reimbursement by governmeatatommercial third party payors for
health care services. The costs and expensesdrédati®nor blood are typically included in the prio a hospital of a unit of blood. As such,
the costs and expenses related to use of the INEHPH@Ilood System will not be directly reimbursedabthird party payor, but instead may
be incorporated within the existing reimburseméntcture for medical procedure and/or productéatsite of patient care. If the costs to the
hospital for INTERCEPT-processed blood productsnatesasily, readily, or fully incorporated intaetkxisting United States reimbursement
structure, hospital billing and/or reimbursementtfeese products could be impacted, thus negativghacting hospitals’ acceptance and
uptake of these products.

The market for the INTERCEPT Blood System is higtdyicentrated with few customers, including ofteméhant regional or national
blood collection entities. Even where our produeteive regulatory approval and reimbursementaslade, failure to effectively market,
promote, distribute, price or sell our productamny of these large customers could significantlayler even diminish potential product
revenue in those geographies. In addition, the ¢dekidespread adoption of the INTERCEPT Blood 8gshas adversely affected and may in
the future adversely affect further market adoptibthe INTERCEPT Blood System. Moreover, the maf&e pathogen reduction systems in
the United States is highly concentrated and dorithhy a small number of blood collection organaa. Accordingly, there may be an
extended period during which some potential U.Sebacustomers may first choose to validate oumtalolgy or run experience studies
themselves before deciding to adopt the systeradommercial use, which may never occur. In the Uh&tates, the American Red Cross
represents the largest single portion of the blomtection market. Although we currently have aneggnent with the American Red Cross to
support our planned IDE study in Puerto Rico tattpatelet donations with the INTERECEPT Bloodt8ys there is no guarantee that the
American Red Cross will continue to use our proslecimmercially following our IDE study, even if waccessfully complete this study. In
many countries in Western Europe and in Japangwamational blood transfusion services or Red £ooganizations collect, store and
distribute virtually all of their respective nat&rblood and blood components supply. In Europe Jdingest markets for our products are in
Germany, France, and England. In Germany, decisionwoduct adoption and subsequent reimbursemembade on a regional or even bl
center-by-blood center basis, but depend on baidl Epprovals and centralized regulatory approfvals the Paul Ehrlich Institute, or PEL.
Product specifications that receive marketing atghtion from the PEI may differ from market rearitents. While INTERCEPT-treated
platelets and plasma have receivedanmntry regulatory approval and reimbursement fate® been established in France, adoption thrau
France has been limited to certain blood centeesidibns on product adoption in England are camtdlwith the National Blood Service and
we understand that the National Blood Service mgdamented bacterial detection testing for plasalgthout first considering pathogen
reduction. In Japan, the Japanese Red Cross coatgignificant majority of blood transfusions anarts a high degree of influence on the
adoption and use of blood safety measures in JapenJapanese Red Cross has been reviewing peetlamd clinical data on pathogen
reduction of blood over a number of years and ledsoymake a formal determination to adopt any @géh reduction approach. We also
understand that the Japanese Red Cross has bemai &valuation of a competing technology. Befdwe dapanese Red Cross considers our
products, we understand that we may need to cotomiiaking certain product configuration changesctvimay not be economically or
technologically feasible for us to accomplish.



We expect to continue to generate losses.

We may never achieve a profitable level of operati®ur research and development and selling, geaed administrative expenses
have resulted in substantial losses since our trmeprhe platelet and plasma systems have ongntgcbeen approved in the United States
and are not approved in many countries around tivedwAlthough platelet and plasma systems have b@proved in the United States, we dc
not expect to commence commercializing the INTERTBRod System for its approved labeled indicatiohsise in the United States priol
the end of the first quarter of 2015 at the earli€ke red blood cell system is in the developnsage and may never emerge from the
development stage as a marketed product. We mesgoéred to reduce the sales price for our prodimotsder to make our products
economically attractive to our customers and toegomental and private payors, which may reducdtogether eliminate our gross profit on
sales. At our present and expected near-term kealels of the platelet and plasma systems, ousdosinanufacture, distribute, market, sell,
and support the systems are and are expected tiow®no be in excess of our revenue. We expectasises to continue at least until we are
able to gain widespread commercial adoption, whigly never occur. In addition to increased sellgeneral and administrative expenses in
connection with the commercial launch of the pkttahd plasma systems in the United States, weceigancur additional research and
development costs associated with planning, engplind completing our required post-approval stamty the studies under our IDEs, with
pursuing potential regulatory approvals in othesggaphies where we do not currently sell our pdtehd plasma systems, with planning and
conductingn vitro studies and clinical development of our red bloelli gystem in Europe and the United States, anld egtpleting
chemistry, manufacturing and control, or CMC, étigg to support a potential CE Mark submissiondor red blood cell system in Europe,
which is planned for the second half of 2016, whiokts could be substantial and could extend thiegduring which we expect to operate at
a loss.

In certain countries, governments have issued atiguk relating to the pricing and profitability miedical products and medical product
companies. Health care reform in the United Stasssalso placed downward pressure on the pricimgeafical products and has introduced
new taxation on medical devices that could furthgact our profit margins once we begin selling products in the United States.

Adverse market and economic conditions may exaceztizertain risks affecting our business.

Sales of our products are dependent on purchasicigidns and/or reimbursement from government healtinistration authorities,
distribution partners and other organizations. Assalt of adverse conditions affecting the glalxanomies and credit and financial markets,
including the sovereign debt crisis in certain daes in Europe and disruptions due to politicatability or otherwise, these organizations 1
defer purchases, may be unable to satisfy theshasing or reimbursement obligations, or may dpkyment for the INTERCEPT Blood
System. In addition, there have recently been amsder the overall stability and suitability ofetficuro as a single currency given the econ
and political challenges facing individual Eurozameintries. Continuing deterioration in the creditthiness of Eurozone countries, the
withdrawal of one or more member countries fromEheopean Union, or the failure of the Euro asmmmn European currency or an
otherwise diminished value of the Euro could mathriand adversely affect our product revenue.

Additionally, a meaningful amount of our revenuereutly comes from sales to our distributor in Raskow worldwide oil prices and
the current political conflict stemming from



tensions in the Ukraine have significantly devaltieglRussian Ruble and may continue to have aiwegatpact on the Russian economy,
particularly if sanctions continue to be levied iagaRussia or strengthened from those currentplace from either the European Union,
United States or both. While our agreement withRussian distributor calls for sales, invoicing aotlections to be denominated in Euros, if
significant sanctions continue or are strengthenedldwide oil prices continue to remain low andifomeasures taken by the Russian
government to support the Ruble fail, the Russ@mnemy and value of the Ruble may further weakad,a@ur business in Russia and
elsewhere may be negatively impacted.

Our products, blood products treated with the INTEIRPT Blood System and we are subject to extensagilation by domestic and
foreign authorities. If our preclinical and clinichdata are not considered sufficient by a countrysgulatory authorities to grant
marketing approval, we will be unable to commerdza our products and generate revenue in that caynOur investigational red blood
cell system requires extensive additional testinglalevelopment.

Our products, both those sold commercially andehosler development are subject to extensive godatis regulation by local, state
and federal regulatory authorities in the Unitedt& and by foreign regulatory bodies. These réignkare wide-ranging and govern, among
other things:

» development

e testing;

* manufacturing

» labeling;

+ storage

+ clinical trials;

» product safety

» pre-market clearance or approv
» sales and distributiot

* use standards and documentat
» conformity assessment procedut
» product traceability and record keeping procedt
» pos-launch surveillance

o quality;

e advertising and promotiol

e product import and export; ai

* reimbursementi



Our products must satisfy rigorous standards aftgafnd efficacy and we must adhere to qualitydseds regarding manufacturing and
customer-facing business processes in order fdfFi#e and international regulatory authorities t@agyve them for commercial use. For our
product candidates, we must provide the FDA argtivdtional regulatory authorities with preclinicainical and manufacturing data
demonstrating that our products are safe, effeendin compliance with government regulations efbe products can be approved for
commercial sale. The process of obtaining requiegdlatory approvals is expensive, uncertain apit#jly takes a number of years. We may
continue to encounter significant delays or exassosts in our efforts to secure necessary aplgovdicenses, or we may not be successful
at all. In addition, our labeling claims may notdmnsistent across markets. For instance, in Eumpdabel permits storage of platelets trei
with the INTERCEPT Blood System in both storageigoh as well as suspended in 100% plasma, botthiash are common practices with
the preparation of conventional platelet componedts approved label from the FDA for the platelgstem only permits storage in platelet
additive solutions, which may result in limited ket adoption in the United States. If we are unaédblerovide sufficient data to the FDA to
support a label expansion request to include @etgteduspended in 100% plasma, market acceptamee pfoducts may be negatively impac
and our growth prospects would be materially anceeskly affected.

Clinical and Preclinical

Clinical trials are particularly expensive and havieigh risk of failure. Any of our product candiega may fail or may not achieve results
sufficient to attain market acceptance, which cqrelent us from achieving profitability. We do motow whether we will begin or complete
clinical trials on schedule, if at all. Clinicaldls can be delayed for a variety of reasons, inly delays in obtaining regulatory approval to
commence a study, delays in reaching agreementaaptable clinical study agreement terms with peosipe clinical sites, delays in obtaini
institutional review board, ministry of health dhieal committee approval to conduct a study atospective clinical site, delays in recruiting
subjects to participate in a study and delayséncttinduct of the clinical trial by personnel at ttiaical site. Each of these factors has adve
impacted our ongoing European Phase Il trial ierted blood cell system. Significant delays inickl testing could materially impact our
clinical trials. Criteria for regulatory approval blood safety indications are evolving, reflectoampetitive advances in the standard of care
against which new product candidates are judgedgetisas changing market needs and reimbursemeeisleClinical trial design, including
enrollment criteria, endpoints and anticipated laksms are thus subject to change, even if oaijectives are being met. As a result, wi
not know whether any clinical trial will result marketable products. Typically, there is a higle m@tfailure for product candidates in
preclinical studies and clinical trials and produeinerging from any successful trial may not rehehmarket for several years.

Enrollment criteria for certain of our clinicaldts may be quite narrow, further delaying the chhirial process. For instance, clinical
trials previously conducted using INTERCEPT-tregtéasma for patients with thrombotic thrombocytapegaurpura lasted approximately four
years due in part to the difficulties associatethwnrolling qualified patients. In addition, erdnoént criteria have impacted the speed \
which we have been able to enroll patients forangoing Phase Il red blood cell system trial inactic anemia in Europe. Consequently, we
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may be unable to recruit suitable patients intoicéil trials on a timely basis, if at all, which ynlaad to higher costs or the inability to comp
the clinical trials. We cannot rely on interim risuwof trials to predict their final results, anccaptable results in early trials might not be
repeated in later trials. Any trial may fail to grace results satisfactory to the FDA or foreignutatpry authorities. In addition, preclinical and
clinical data can be interpreted in different wayhijch could delay, limit or prevent regulatory apyal. Negative or inconclusive results from
a preclinical study or clinical trial, or adversedical events during a clinical trial could caug@eclinical study or clinical trial to be repeated
require other studies to be performed or causegram to be terminated, even if other studiesialstrelating to a program are successful.

We have conducted many toxicology studies to detnaiesthe safety of the platelet and plasma systantswe have conducted and f.
to conduct toxicology studies for the red blood sgstem throughout the product development prodetsany time, the FDA and other
regulatory authorities may require further toxiaplar other studies to further demonstrate our petsd safety, which could delay or preclude
commercialization. In addition, the FDA or foreigggulatory authorities may alter guidance at ametas to what constitutes acceptable
clinical trial endpoints or trial design, which magcessitate a redesign of our product or propolsgidal trials and cause us to incur substa
additional expense or time in attempting to gagutatory approval. Regulatory agencies weigh them@l risks of using our pathogen
reduction products against the incremental benefitéch may be difficult or impossible to quantify.

If any additional product candidates receive appréor commercial sale in the United States, thé\Fiay require one or more post-
approval clinical studies as a condition of apptosach as the post-approval clinical study weraggiired to conduct in connection with the
approval of the platelet system, which could ineosignificant expense and may require us to seaegquate funding to complete. Other
regulatory authorities outside of the United Staey also require such post-marketing studies. @Gwwents or regulatory authorities may
impose new regulations or other changes or we nspder that we are subject to additional regufetithat could further delay or preclude
regulatory approval and subsequent adoption opotential products. We cannot predict the adopiimplementation or impact of adverse
governmental regulation that might arise from fatlagislative or administrative action.

Outside the United States, regulations vary by tgumcluding the requirements for regulatory andrketing approvals or clearance,
time required for regulatory review and the sandionposed for violations. In addition to CE madcdmentation, countries outside the
European Union may require clinical data submissioegistration packages, import licenses or afleeumentation. Regulatory authorities in
Japan, China, Taiwan, South Korea, Vietnam, Thdjland Singapore and elsewhere, may require, athieg requirements, that our produ
be widely adopted commercially in Europe or appdolg the FDA before they are considered for apdrovanay delay approval decisions
until our products are more widely adopted comnadiscand approved by the FDA. In addition to thgulatory requirements applicable to us
and to our products, there are regulatory requirgsni@ several countries around the world, inclgdime United States, Germany, Canada,
Austria, Australia and other countries, applicabl@rospective customers of INTERCEPT Blood Syspeatucts, the blood centers that
process and distribute blood and blood productthdse countries, blood
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centers and other customers are required to opgiroved license supplements from the approprégelatory authorities before making
available blood products processed with our path@gduction systems to hospitals and transfusiygiplans. Our customers may lack the
resources or capability to obtain such regulatgpyravals. For example, in the United States, blomtters will be required to obtain site-
specific licenses from CBER prior to engaging iteistate transport of blood components processed tlee INTERCEPT Blood System.
These requirements or regulators’ delays in appmplicense applications or supplements may deteedsood centers from using our
products. Blood centers that do submit applicatmmsupplements for manufacturing and sale may dé&agproval or delays in approval that
could provide further delay or deter them from gsiur products. The regulatory impact on potermtiestomers could slow or limit the poten
sales of our products.

Red Blood Cell System

Our red blood cell system is currently in developtrend has not been commercialized anywhere inthr. Significant development
and financial resources will be required to progrbe red blood cell system into a commerciallypl@égroduct and to obtain the necessary
regulatory approvals for the product. Developmérihe red blood cell system and completion of CM@\ities may take many years to
complete and failure can occur any time duringptozess. Any failure or delay in completing the@epment and CMC activities for the red
blood cell system would prevent or delay its conuiadization, which could materially and adverseffeeat our business, financial condition,
results of operations and growth prospects. Marth@factors described above that can contributkedailure or delay of a clinical trial could
impact the trials we conduct for our red blood sghitem. Even if we are successful in earlier chihirials, the results of those early trials may
not be predictive of results obtained in later Erder clinical trials of the red blood cell systeimthose cases, the FDA or foreign regulatory
agencies may require we engage in additional @inils or conduct further studies or analysisohbmay be costly and time-consuming. In
some instances, we are relying on contract reseaganizations and other third parties to assisth wesigning, managing, monitoring and
otherwise carrying out our clinical trials and diepenent and CMC activities for the red blood cghtem. We do not control these third partie:
and, as a result, they may not treat our activagtheir highest priority, or in the manner in grhive would prefer, which could result in
delays. Additionally, if we, our contract reseaorjanizations or other third parties assistingrusur study sites fail to comply with applicable
good clinical practices, the clinical data genetateour trials may be deemed unreliable and th& BDits non-U.S. counterparts may require
us to perform additional clinical trials before apying the red blood cell system for commercialmat We cannot assure you that, upon
inspection, regulatory agencies will determine #vat of our clinical trials comply with good clirikpractices. In addition, our clinical trials
must be conducted with product produced under Bw®’'E cGMP regulations and similar regulations outsiithe United States. Our failure
the failure of our product manufacturers to compith these regulations may require us to repeatdesign clinical trials, which would delay
the regulatory approval process.

In 2003, we terminated Phase llI clinical trialgksating a prior generation of the red blood cgditem in acute and chronic anemia
patients. The trials were terminated due to thediin of antibody reactivity to INTERCEPT-treated blood cells in two patients in the 2003
Phase 1l clinical trial for chronic anemia. Althgluthe antibody reactivity was not
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associated with any adverse events, we developa@gs changes designed to diminish the likelihd@htibody reactivity in red blood cells
treated with our modified process. In a subseqBéase | clinical trial that we initiated in the fduquarter of 2008 to evaluate recovery and
survival of treated red blood cells with the maglifiprocess, there were no adverse events repBdsedd on the results from that trial, we
obtained approval for and commenced two Phasditital trials in Europe using the modified procéspatients with acute and chronic
anemia. We recently completed one of these Phiskniical trials, with the INTERCEPT Blood Systemeeting its primary endpoint.
However, we cannot assure you that the adversasebgerved in the terminated 2003 Phase Il dirtitals of our earlier red blood cell
system will not be observed in the ongoing or artyrie Phase Il clinical trials of our red bloodl@ystem. In addition, although our recently-
completed Phase Il clinical trial in acute anepédients using our modified process met its prinargipoint, we cannot assure you that the
same or similar results will be observed in ourang or any potential future Phase Il clinicabts using our modified process.

The FDA has required that we successfully comatadditional Phase Il recovery and survival studyich we completed in Decemk
2014, prior to reaching agreement on any Phasdinical trial protocol which we would likely nedd successfully conduct and complete
before the FDA would consider our red blood cefidarct for approval. We currently plan to completetain prerequisites, as well as to
complete our development and CMC activities andmpéal CE Mark submission, before proposing a PHasérical trial protocol for a trial
for the red blood cell system in support of a ptémegulatory approval in the United States. Sigantly lower lifespan for INTERCEPT-
treated red blood cells compared to non-treatedbi@atl cells may limit our ability to obtain regtday approval for the product. We also
understand that one or more additicimaVitro studies will be required to be successfully comgueind submitted to the FDA prior to any
initiation of a potential Phase Il clinical trialhere can be no assurance that we will be aldedoessfully satisfy any such prerequisites, nor
can there be any assurance that we and the FDAagritle to any trial protocol we propose or thawwikeotherwise obtain FDA clearance to
initiate a potential Phase lll clinical trial.

We completed our European Phase Il clinical mfabur red blood cell system for acute anemia pédiand have another European P
1l clinical trial of our red blood cell system fahronic anemia patients ongoing. Although we ptanndertake additional development and
CMC activities to support an anticipated CE Markrsission planned for the second half of 2016, staties, including the studies required
by the FDA prior to its review of any proposed UPBase Il clinical trial protocol, could prolongwklopment of the red blood cell system,
we do not expect to receive any regulatory appsoghbur red blood cell system for a few yeargyviér. We understand that while the acute
anemia Phase lll clinical trial in Europe may b#isient to receive CE mark approval in Europeuacessful outcome with potentially more
safety data in the ongoing Phase Il chronic anesiiigcal trial may also be required for our redddl cell system to achieve broad market
acceptance. In addition, the trials may need tsupplemented by additional, successful Phaseitlicell trials for approval in certain countri
If such additional Phase lll clinical trials areoired, they would likely need to demonstrate egigncy of INTERCEPTreated red blood ce
compared to conventional red blood cells. A nundfdrial design issues that could impact efficaggulatory approval and market acceptanc
will need to be resolved prior to the initiationfafther clinical trials. As part of our developmemd CMC activities, we will need to complete
a number ofn vitro studies, finalize
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development of the final commercial configuratidritee red blood cell system and manufacture anidiagd sufficient quantities of the final 1
blood cell system prior to receiving any regulatapprovals in Europe and may have to complete iaddit activities prior to receiving
regulatory approvals in the United States. Mantheke activities will require capital beyond thdtiethh we currently have, and we will be
required to obtain additional capital in order tonplete the development of and obtain any regulapprovals for the red blood cell systen
we are unsuccessful in advancing the red bloodsgstem through clinical trials, resolving procass product design issues or in obtaining
subsequent regulatory approvals and acceptablduegament rates, we may never realize a returruoregearch and development expenses
incurred to date for the red blood cell system prog Regulatory delays can also materially impactproduct development costs. If we
continue to experience delays in testing, condgdifilals or approvals, our product developmentgesl increase. Even if we were to
successfully complete and receive approval forredrblood cell system, potential customers mayattigeworking with gpotent chemical, lik
S-303, the active compound in the red blood cedtesy, or may require modifications to automatepitoeess, which would result in additional
development costs, any of which could limit any keaacceptance of the red blood cell system.

Platelet and Plasma Systems

In 2007, we obtained a CE mark approval (extende2DiL2) from European Union regulators for ourgiktsystem and will need to
obtain an extension every five years. We or outaners have received approval for INTERCEPT-tregtatklets in France, Switzerland,
Germany and Austria. We or our customers may adseequired to conduct additional testing in oradeoltain regulatory approval in countries
that do not recognize the CE mark as being adedoatammercializing the INTERCEPT Blood Systenthose countries. The level of
additional product testing varies by country, boild be expensive or take a long time to completaddition, regulatory agencies are able to
withdraw or suspend previously issued approvals.

In 2006, we obtained a CE mark approval (extendetDiL1) from European Union regulators for our plasystem. We or our custom
have received approval for INTERCEPT-treated plasntaance, Switzerland, and Germany. In some c@stincluding several in Europe,
we or our customers may be required to performtaxtdil clinical studies or submit manufacturing andrketing applications in order to
obtain regulatory approval.

In December 2014, the FDA approved the platelaesydorex vivopreparation of pathogen-reduced apheresis plateteponents in
order to reduce the risk of transfusion-transmittegection, or TTI, including sepsis, and to potelty reduce the risk of transfusion-associated
graft versus host disease, or TA-GVHD. Also in Dmber 2014, the FDA approved the plasma systeraXativopreparation of plasma in
order to reduce the risk of TTI when treating paterequiring therapeutic plasma transfusion. Véecanductingn vitro studies for our platel
system to expand our label claims to include, anuthgrs, platelets suspended in 100% plasma irtiaddo platelets stored in storage
solution, storage of INTERCEPT-treated plateletsufp to seven days rather than five days, and aprewessing set for triple dose collections
Failure to obtain any of these label expansiomwainay negatively affect market adoption and oawjn prospects would be materially and
adversely affected
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As a condition to the FDA approval of the platedgstems, we are required to conduct a ppsgtroval clinical study of the platelet syst
If we are unable to complete this study or theltesf this study reveal unacceptable safety rislesscould be required to perform additional
studies, which may be costly, and even lose U.$katiag approval of the platelet and/or plasmaeyst In addition to these studies, the FDA
may also require us to commit to perform other tepgost-marketing studies, for which we would h&wvexpend significant additional
resources, which could have an adverse effect oomerating results, financial condition and stpcke. In addition, there is a risk that these
studies will show results inconsistent with ouryioeis studies. Should this happen, potential custsrmay delay or choose not to adopt the
INTERCEPT Blood System and existing customers nemge use of the INTERCEPT Blood System.

In addition, we have submitted and received approwen the FDA for an expanded use IDE to condustialy using INTERCEPT to
treat platelet donations in areas of the UnitedeStthat are currently experiencing outbreaks efctiikungunya and dengue viruses. We also
have submitted and received FDA approval for a @hatinical study protocol under the IDE to trgddsma derived from convalesced patient:
that were previously infected with the Ebola virB&anning, execution and completion of these studi# result in additional costs, and will
require attention and resources from our cliniegulatory and management teams, which may resaldistraction from our
commercialization efforts and other regulatory atwlcal programs.

Post-Marketing Approval

We are also required to continue to comply withligpple FDA and other regulatory requirements oweehave obtained clearance or
approval for a product. These requirements retatarhong other things, labeling, packaging, staradeertising, promotion, record-keeping
and reporting of safety and other information. didition, our manufacturers and their facilities egquired to comply with extensive FDA and
foreign regulatory agency requirements, includinghe United States, ensuring that quality cordirad manufacturing procedures conform to
current cGMP and QSR requirements. As such, weoandontract manufacturers are subject to contirmiaéw and periodic inspections.
Accordingly, we and others with whom we work mustiinue to expend time, money and effort in albaref regulatory compliance,
including manufacturing, production and quality roh We are also required to report certain advenrgents and production problems, if any,
to the FDA and foreign regulatory authorities, wiagplicable, and to comply with requirements conitey advertising and promotion for our
products. For example, our promotional materiats taaining methods must comply with FDA and othgplacable laws and regulations,
including the prohibition of the promotion of unapped, or off-label, use. If the FDA determinesttbiar promotional materials or training
constitutes promotion of an off-label use, it corddquest that we modify our training or promotiomegterials or subject us to regulatory or
enforcement actions, including the issuance ofrditled letter, a warning letter, injunction, seigucivil fine or criminal penalties. It is also
possible that other federal, state or foreign esgforent authorities might take action if they coasiour promotional or training materials to
constitute promotion of an off-label use, which lcoresult in significant fines or penalties undérer statutory authorities, such as laws
prohibiting false claims for reimbursement. In teaént, our reputation could be damaged and adopfithe products could be impaired.
Although our policy is to refrain from statemertiattcould be considered off-label promotion of products, the FDA or another regulatory
agency could disagree and conclude that we hawegedgn off-label promotion. In addition, the offbkel use of our products may increase the
risk of product liability claims. Product liabilitplaims are expensive to defend and could divertmanagemens’ attention, result in substan
damage awards against us, and harm our reputation.

If a regulatory agency discovers problems with@dpct, such as adverse events of unanticipatedigesefrequency, or problems with
the facility or the manufacturing process at thalitg where the product is manufactured, or protdewith the quality of product manufactur
or disagrees with the promotion, marketing, or liaigeof a product, a regulatory agency may impasgrictions on that product use, including
requiring withdrawal of the product from the mark®ur failure to comply with applicable regulatagguirements could result in enforcement
action by regulatory agencies, which may includg efithe following sanctions:

« adverse publicity, warning letters, fines, injunas, consent decrees and civil penal
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* repair, replacement, recall or seizure of our posth

* operating restrictions or partial suspension altshutdown of productior

» delaying or refusing our requests for approvalefmproducts, new intended uses or modificatiormutoexisting products
» refusal to grant export or import approval for puoducts;

« withdrawing marketing approvals that have alreaglgrbgranted, resulting in prohibitions on saleswfproducts; an

e criminal prosecutior

Any of these actions, in combination or alone, dquievent us from selling our products and harmbuginess. In addition, any
government investigation of alleged violationsa#Icould require us to expend significant time eggburces in response and could generate
negative publicity. Any failure to comply with onigg regulatory requirements may significantly addexrsely affect our ability to successft
commercialize and generate additional revenues &onplatelet and plasma systems or any futureymtsd If regulatory sanctions are applied
or if regulatory approval is withdrawn, the valueoor company and our operating results will beeadely affected. Additionally, if we are
unable to continue to generate revenues from tleeo$@ur platelet and plasma systems, our potefotiaachieving operating profitability will
be diminished and the need for additional capitdlihd our operations will be increased.

In addition, the regulations to which we are sube complex and have tended to become more strirayer time. Regulatory changes
could result in restrictions on our ability to gaom or expand our operations, higher than antiegbaosts or lower than anticipated sales.

If we or our third-party suppliers fail to comply ith the FDA’s good manufacturing practice regulatits, it could impair our ability to
market our products in a cost-effective and timehanner.

In order to be used in clinical studies or solthi@ United States, our products are required tm&eufactured in FDAspproved facilities
If any of our suppliers fail to comply with FDA’0gd manufacturing practice regulations or otherdadieo maintain FDA approval, we may
be required to identify an alternate supplier for products or components. Our products are comgiedifficult to manufacture. Finding
alternate facilities and obtaining FDA approval flee manufacture of the INTERCEPT Blood Systenuahdacilities would be costly and
time-consuming and would negatively impact ourigbib generate revenue from the sale of our pdai@l plasma system in the United States
and achieve operating profitability.

We and our third-party suppliers are also requicecomply with the FDA-mandated cGMP and QSR regquints, which cover the
methods and documentation of the design, testimglyztion, control, quality assurance, labeling;kaaing, sterilization, storage and shipping
of our products. The FDA audits compliance with cBlhd QSR requirements through periodic announcgdiaannounced inspections of
manufacturing and other facilities. The FDA may dact inspections or audits at any time. If we or suppliers fail to adhere to cGMP and
QSR requirements, have significant non-compliassaas or fail to timely and adequately responayoaalverse inspectional observations or
product safety issues, or if any corrective actitamn that we or our suppliers propose in respomsdserved deficiencies is not sufficient, the
FDA could take enforcement action against us, whimhld delay production of our products and mayuide:

» untitled letters, warning letters, fines, injuncisy consent decrees and civil penalt
e unanticipated expenditures to address or defent actons;

» customer notifications or repair, replacement, mdf) recall, detention or seizure of our produ
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* operating restrictions or partial suspension altshutdown of productior

» refusing or delaying our requests for premarketaygd of new products or modified produc
» withdrawing marketing approvals that have alreaggrbgrantec

» refusal to grant export or import approval for pooducts; ol

e criminal prosecutior

Any of the foregoing actions could have a mateahlerse effect on our reputation, business, firdmondition and operating results.
Furthermore, our key suppliers may not continuleetdn compliance with all applicable regulatoryuigments, which could result in our
failure to produce our products on a timely basid i the required quantities, if at all. In addlitj before any additional products would be
considered for marketing approval in the United&tar elsewhere, our suppliers will have to pasaualit by the FDA or other regulatory
agencies. We are dependent on our suppliers’ catiperand ability to pass such audits. Such aadgitsany audit remediation may be costly.
Failure to pass such audits by any of our suppliengld affect our ability to obtain licensure iretbinited States or elsewhere.

If we modify our FDA-approved products, we may needseek additional approvals, which, if not gramtewould prevent us from selling
our modified products.

Any modifications to the platelet and plasma systéimat could significantly affect their safety dfeetiveness, including significant
design and manufacturing changes, or that wouldttate a major change in their intended use, naetufe, design, components, or
technology requires approval of a new premarket@m application, or PMA, or PMA supplement. Howewvcertain changes to a PMA-
approved device do not require submission and appas a new PMA or PMA supplement and may onlyuiegjnotice to FDA in a PMA
Annual Report. The FDA requires every supplier ttkenthis determination in the first instance, et EDA may review any supplier’s
decision. The FDA may not agree with our decisi@uyarding whether new clearances or approvalseressary. Our products could be
subject to recall if the FDA determines, for angsen, that our products are not safe or effectivibat appropriate regulatory submissions v
not made. If new regulatory approvals are requittéid,could delay or preclude our ability to martetd modified system. For example, due to
the obsolescence of certain parts, we will likebed to redesign the illuminators used in the paimhd plasma systems. In addition, in order t
address the entire market in the United Statesyi@eed to develop and test additional configimas of the platelet system, including to
make the platelet system compatible with platedespended in 100% plasma, triple dose collectiodsandom donor platelets. Our failure to
obtain FDA and foreign regulatory approvals of n@datelet and plasma product configurations coudificantly limit revenues from sales of
the platelet and plasma systems. In any eventysl@areceipt or failure to receive approvals, lttes of previously received approvals, or the
failure to comply with any other existing or futuegulatory requirements, could reduce our saldsnagatively impact our profitability
potential and future growth prospects.
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We operate a complex global commercial organizatiaith limited experience in many countries, inclirdy the United States. We have
limited resources and experience complying with uéagory, legal, tax and political complexities asevexpand into new and increasingly
broad geographies.

We are responsible for worldwide sales, marketitigfribution, maintenance and regulatory suppothefINTERCEPT Blood System. If
we fail in our efforts to develop or maintain suoternal competencies or establish acceptableiosakttips with third parties to support us in
these areas on a timely basis, our ability to corniakze the INTERCEPT Blood System may be irrepbréarmed.

We have a wholly-owned subsidiary, headquarteréchinNetherlands, dedicated primarily to selling armarketing the platelet and
plasma systems in Europe, the CIS and the Middé. Eaur commercial activities for the United Statestin and South America and Asia are
based out of our headquarters in Concord, CalifoMie have recently begun building out our comna¢aiganization in the United States
as a result our team based in the United Statelnhigésd to no experience selling and marketing platelet and plasma systems. We will neec
to maintain and continue to increase our competanaenumber of functions, including sales, margtiregulatory, inventory and logistics,
customer service, credit and collections, risk ngen@ent, and quality assurance systems in orderceessfully support our commercialization
activities in all of the jurisdictions we currengll and market, or anticipate selling and markgtour products. Many of these competencies
require compliance with United States, EuropearobnSouth American, Asian and local standards aactipges, including regulatory, legal
and tax requirements, with some of which we hawdtdid experience. In this regard, should we obtagulatory approval in an increased
number of geographies, we will need to ensurewlamaintain a sufficient number of personnel oradep new business processes to ensure
ongoing compliance with the multitude of regulatoeguirements in those territories. Hiring, tragnend retaining new personnel is costly,
time consuming and distracting to existing empleyaed management. We have limited experience dpgrat a global scale and we may be
unsuccessful complying with the variety and comipyeaf laws and regulations in a timely mannegtfall. In addition, in some cases, the cos
of obtaining approval and maintaining compliancéhweiertain regulations and laws may exceed thente¢hat we recognize from such a
territory, which would adversely affect our resulfoperations and could adversely affect our faiaincondition.

We rely on third parties to market, sell, distriliand maintain our products and to maintain custonrelationships in certain countries.

We have entered into distribution agreements, gdigesn a geographically exclusive basis, withrilittors in certain regions. We rely
on these distributors to obtain any necessary imirg regulatory approvals, as well as market adldtise INTERCEPT Blood System, provide
customer and technical product support, maintaientories, and adhere to our quality system imalierial respects, among other activities.
Generally, our distribution agreements requireritistors to purchase minimum quantities in a giyear over the term of the agreement.
Failure by our distributors to meet these minimwmchase obligations may impact our financial ressuit addition, failure by our distributors
to provide an accurate forecast impacts our alitityredict the timing of revenue and our abilyaiccurately forecast our product supply
needs. While our contracts generally require distars to exercise diligence, these distributorg fad to commercialize the INTERCEPT
Blood System in their respective territories. Foaraple, our distributors may fail to sell produrééntory they have purchased from us to end
customers or may sell competing products ahead iof @njunction with INTERCEPT. In addition, iratipurchases of illuminators or
INTERCEPT disposable kits by
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these third parties may not lead to follow-on pas#s of platelet and plasma systems’ disposalsieAdreements with our distributors
typically require the distributor to maintain quglstandards that are compliant with standards rgdigeaccepted for medical devices. We may
be unable to ensure that our distributors are camiplvith such standards. Further, we have limitisibility into the identity and requirements
of blood banking customers these distributors nesehAccordingly, we may be unable to ensure ostridutors properly maintain
illuminators sold or provide quality technical sees to the blood banking customers to which thedly B addition, although our agreements
with our distributors generally require complianvei¢h local anti-corruption laws, the U.S. Foreigar@ipt Practices Act, and other local and
international regulations, we have limited abitibycontrol the actions of our distributors to emstirey are in compliance. Noncompliance by a
distributor could expose us to civil or criminalbility, fines and/or prohibitions on selling ouogucts in certain countries.

Currently, a fairly concentrated number of disttdys make up a significant portion of our revennd we may have little recourse, short
of termination, in the event that a distributoiddo execute according to our expectations antractual provisions. In 2013 and 2014, we
experienced weaker than expected growth due tindlegiperformance by certain of our distributorse Wave recently transitioned certain
territories to new distribution partners who we feére capable of improved performance relativihéir predecessors. Because these are ne\
distribution partners who have limited experienarketing and selling our products, we cannot b&agethat these new distribution partners
will perform better than their predecessors. Ireotierritories, we transitioned to a Cerus diratés model. We believe this transition will
provide us with better visibility into and contrafl sales execution. Implementing such changes égatively impacted the volume of
INTERCEPT disposable kit sales as distributionmpeng sell through their disposable kit inventorg amay continue to negatively impact the
volume of INTERCEPT disposable kit sales in futpegiods. In certain cases, our distributors hoddrbgulatory approval to sell INTERCEPT
for their particular geography. The loss of theisgrithutors would require us to negotiate a tranefehe applicable regulatory approvals to us
which may be difficult to do in a timely manner,airall. We expect that our product revenues vélbldversely impacted with the loss or
transition of one or more of these distributorsvéf chose to terminate additional distributor agreets, we would either need to reach
agreement with, qualify, train and supply a rephaest distributor or supply and service end-usetaruer accounts in those territories
ourselves. Although our distribution agreementsegally provide that the distributor will promptlyd efficiently transfer its existing customer
agreements to us, there can be no assurance ithafiltthappen in a timely manner or at all. Doisgmay be disruptive for our customers and
our reputation may be damaged as a result. Ouildisibn partners may have more established relaliips with potential end user customers
than a new distributor or we may have in partictéaritory, which could adversely impact our alilib successfully commercialize our
products in these territories. In addition, it niake longer for us to be paid if payment timing &enins in these new arrangements are less
favorable to us than those in our existing distdb@rrangements. As we service end-user accoinetstlgt rather than through distributors, we
incur additional expense and our working capitalagatively impacted due to longer periods fronhaaslection from direct sales customers
when compared to the timing of cash collection fraun former distribution partners. Current or titinging distributors may irreparably harm
relationships with local existing and prospectiustomers and our standing with the blood bankimgroanity in general. In the event that we
are unable to
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find alternative distributors or mobilize our owales efforts in the territories in which a partaudlistributor operates, customer supply, our
reputation and our operating results may be adlyeadfected. In addition, in territories where néigtributors are responsible for servicing
end-user accounts, there will be a period of ttaorsin order to properly qualify and train thesawndistributors, which may disrupt the
operations of our customers and adversely impacteputation and operating results.

We have no experience in commercializing productghie United States. To the extent that we are uleato develop and maintain an
effective and qualified U.S.-based commercial orggation, we may not be able to successfully comrsdize our platelet and plasma
systems in the United States.

Our ability to generate significant revenue from platelet and plasma systems depends in part oahility to achieve market
acceptance of, and to otherwise effectively maret,platelet and plasma systems in the UnitedeSta#ts a company, we have no experience
in commercializing any products in the United Sdai®&/e are also still in the process of establishityjS-based sales and marketing
organization. For example, we intend to hire addai medical science liaisons, or MSLs, to helpcatiel hospitals and physicians on our
products, clinical trial history and publicatioddSLs are highly educated and trained professiomadsthe hiring market for MSLs is highly
competitive. As such, we will need to commit siggaht additional management and other resourcbsitding out our MSL team as well as
the growth of our sales and marketing organizatida.may be unable to develop and maintain adedw&te sales and marketing capabilities
for the U.S. market and we also may not be abtietmte sufficient resources to the advertisingnpition and sales efforts for the platelet and
plasma systems in the United States. We will alsgelio compete with other life sciences and mediesice companies to recruit, hire, train
and retain the MSL, sales and marketing persomagite anticipate we will need in the future. Heegde and other reasons, we may be unable
to develop and maintain an effective and qualifie8.-based commercial organization in a cost-effeahanner or realize a positive return on
our investment. If we are unable to develop anchtaai an effective and qualified U.Based commercial organization in a timely mannext
all, we may fail to realize the full sales potehtifiour platelet and plasma systems in the Un8tates.

Our manufacturing supply chain exposes us to siga#nt risks.

We do not own our own manufacturing facilities, bather manufacture our products using a numbériaf party suppliers, many of
whom are our sole suppliers for the particular priecbr component that we procure. We rely on varicontracts and our relationships with
these suppliers to ensure that the sourced produetmianufactured in sufficient quantities, timétypur exact specifications and at prices we
agree upon with the supplier. The price that wetpagome of our suppliers is dependent on the velafrproducts or components that we
order. If we are unable to meet the volume tieas$ #fford the most favorable pricing, our marginl decrease.

In November 2013, we amended our manufacturingsapgly agreement with Fresenius with the new tesffective January 1, 2014.
Under the amended agreement, Fresenius is oblit@teall, and we are obligated to purchase upderin specified annual volume of
finished disposable kits for the platelet and plasystems from Fresenius for both clinical and cenaimal use. Once the specified annual
volume of disposable kits is purchased from Fresenie are able to purchase additional quantifieisposable kits from other third-party
manufactures. The amended terms also providexXed fpricing for finished kits with successive
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decreases in pricing at certain annual product@anaes. In addition, the amendment requires usitohase additional specified annual
volumes of sets per annum if and when an additiBredenius manufacturing site is identified andifjad to make INTERCEPT disposable
kits, subject to mutual agreement on pricing fapdisable kits manufactured at the additional Bitesenius is also obligated to purchase and
maintain specified inventory levels of our propaigtinactivation compounds and compound adsormtévices from us at fixed prices. The
term of the amended manufacturing and supply ageaemith Fresenius extends through December 318,ZXlibject to termination by either
party upon thirty months prior written notice, hretcase of Fresenius, or twenty-four months priditemn notice, in our case. We and Freseniu:
each have normal and customary termination righttiding termination for material breach. Fressrigiour sole supplier for the manufacture
of these products. Fresenius may fail to manufacinradequate supply of INTERCEPT disposable Kiishwould harm our business. In
October 2014, Fresenius announced plans to ceasafacturing certain of its non-Cerus product limesl to significantly reduce its workforce
at the manufacturing facility at which our produate made. Disruptions to our supply chain as atrefany potential ensuing protests, strike:s
or other work-stoppages would be detrimental tobaginess and operating results. We do not cuyréatle plans to terminate our amended
agreement with Fresenius and understand that Russeurrently plans to continue operating underaimended agreement. However, in the
event Fresenius refuses or is unable to contineeatipg under the amended agreement, we may béeutoatmaintain inventory levels or
otherwise meet customer demand, and our businesspEamating results would be materially and adverstected.

We also have contracts with other third-party sigpp] including Ash Stevens for the manufacturamabtosalen, our proprietary
compound for inactivating pathogens using our patnd plasma systems; Purolite, and separatetgxPfor the manufacture of components
of the compound adsorption devices used in ouejgiaand plasma systems; and NOVA for the manufacitiilluminators and certain
components of the INTERCEPT Blood System. Thesepaddent suppliers are currently our sole qualdiggpliers for such components.

Our manufacturing and supply agreement with AsleSte extends through December 31, 2015, and ismatimally renewable thereafi
for periods of two years each, but may be termohateAsh Stevens provided that Ash Stevens notifiem writing at least two years in
advance. Although we are not subject to minimumuahpurchase requirements under the manufacturidgsapply agreement with Ash
Stevens, we may be required to pay a maintenaecef fiegp to $50,000 a year if specified quantititarotosalen are not purchased in any
year. We have incurred these maintenance feegipabkt and may incur these maintenance fees irefptriods

Our supply agreement with Porex was amended iniDeee2014 and now expires on December 31, 201@xR®our sole supplier for
such components of the compound adsorption dewesare subject to certain minimum annual purchegeirements under our agreement
with Porex and are required to compensate Pongr ilo not meet such minimum annual purchase regeinés. We entered into an amended
and restated supply agreement with Purolite inl&¥qi4. The amended supply agreement expires il 2p21 and will automatically renew
for an additional year unless either party has idexV notice not to renew at least two years podhe expiration. Under the terms of the
amended agreement, pricing is volume based andject to annual, prospective adjustments basetdProducer Price Index subject to an
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annual cap. Our agreement with NOVA, which manuiigs our illuminators, extends through SeptemiB&b2and is automatically renewable
for one year terms, but may be terminated by NOWAableast twelve months’ prior written notice.

Facilities at which the INTERCEPT Blood Systemtsrdomponents are manufactured may cease operé&ioplenned or unplanned
reasons or may unilaterally change the formulat@freertain commercially available reagents thatuse, causing at least temporary
interruptions in supply. Even a temporary failuwestipply adequate numbers of INTERCEPT Blood Syst@mmponents may cause an
irreparable loss of customer goodwill. Although are actively evaluating alternate suppliers fotaiarof our products and components, we d
not have qualified suppliers beyond those on whietcurrently rely, and we understand that Fresemlisss substantially on sole suppliers of
certain materials for our products. Identificateomd qualification of alternate suppliers will bené consuming and costly. If we conclude that
supply of the INTERCEPT Blood System or componémts Fresenius and others is uncertain, we may s build and maintain
inventories of raw materials, work-in-process comguts, or finished goods, which would consume ahpiisources faster than we anticipate
and may cause our supply chain to be less efficient

Currently NOVA is manufacturing illuminators to nieeistomer demand and maintain our own inventorglée Subject to obsolescence,
we may be required to identify and qualify replaeetrcomponents for illuminators and in doing so,may be required to conduct additional
studies, which could include clinical trials to demstrate equivalency or validate any required desigcomponent changes. Future supply of
illuminators is limited to availability of componexn some of which are in short supply or are ngémanufactured. Certain of our
components are in limited supply and are used a® gparts for the maintenance of illuminators usgdur customers. We and our customers
rely on the availability of spare parts to ensina tustomer platelet and plasma production ismetrupted. If we are not able to supply spare
parts for the maintenance of customer illuminatous,ability to keep existing customers or sigmeag customers may be negatively impac
Certain parts used in our illuminator are obsolatthough we have sufficient inventory of partsmanufacture the current generation of
illuminators for anticipated demand in the Unitdet8s and other geographies, we will likely neeckttesign the illuminators used in the
platelet and plasma systems, which may be expeasidavill require approval of a new PMA or PMA sigpent. Our failure to obtain FDA
and foreign regulatory approvals of a new illumaratould significantly limit revenues from salestié platelet and plasma systems. In any
event, delays in receipt or failure to receive ¢hagprovals could reduce our sales and negatirggndt our profitability potential and future
growth prospects. In addition, our illuminators t@n embedded proprietary software that runs otwsoé code we have developed and the
own. Changes to certain components due to obsaiesc#luminator redesign or market demand, mayirequs to modify the existing
software code or to develop new illuminator sofva®ur ability to develop new illuminator softwaoeyrect coding flaws and generally
maintain the software code is reliant on third-padntractors who, in some cases, have sole kna@lefithe software code. Our ability to
develop and maintain the illuminator software mayirhpaired if we are not able to continue contragtvith those key third-party contracted
developers or if we are unable to source altereatployees or consultants to do so.
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In the event that alternate manufacturers are ifikxhtand qualified, we will need to transfer kndwow relevant to the manufacture of the
INTERCEPT Blood System to such alternate manufacsyihowever, certain of our supplier’'s materiadanufacturing processes and method:
are proprietary to them, which will impair our atyilto establish alternate sources of supply, @f/@am® are required to do so as a condition of
regulatory approval. We may be unable to estallirnate sources of supply to Fresenius, NOVAtber suppliers without having to
redesign certain elements of the platelet and masyatems. Such redesign may be costly, time canguand require further regulatory revi
and approvals. Fresenius is not obligated to peosigbport for development and testing of improvemsenchanges we may make to the
INTERCEPT Blood System. We may be unable to idgnsiélect, and qualify such manufacturers or thbgd parties able to provide support
for development and testing activities on a timedgis or enter into contracts with them on reaslertglbms, if at all. Moreover, the inclusion
components manufactured by new suppliers couldireqs to seek new or updated approvals from régyl@authorities, which could result in
delays in product delivery. We may not receive angh required regulatory approvals. We cannot asgar that any amendments to existing
manufacturing agreements or any new manufactugngements that we may enter into will contain tefav®rable to those that we currently
have with our manufacturers. Many of the existiggeaments we have with suppliers contain provistbaswe have been operating under for
an extended period of time, including pricing. Sldouve enter into agreements or amend agreemertisanit manufacturer with less favorable
terms, including pricing, our results of operationgy be impacted, our recourse against such manuéas may be limited, and the quality of
our products may be impacted.

Raw materials, components or finished product maymeet specifications or may be subject to otloeiconformities. In several
instances over the past two years, nonconformiitiegrtain component lots have caused delays irufaaturing of INTERCEPT disposable
kits. Non-conformities can increase our expensedsaduce gross margins. Should non-conformitiesioiccthe future, we may be unable to
manufacture products to meet customer demand, whield result in lost sales and could cause ir@pardamage to our customer
relationships. Later discovery of problems withraduct, manufacturer or facility may result in aduial restrictions on the product,
manufacturer or facility, including withdrawal dfe product from the market. We are subject to r&ic costs of product recall, which include
not only potential out-of-pocket costs, but alstepdial interruption to our supply chain. In suchevent, our customer relations could be
harmed and we would incur unforeseen losses.

In the event of a failure by Fresenius or other nfiacturers to perform their obligations to suppdynponents of the INTERCEPT Blood
System to us, damages recoverable by us may biiégiesut to compensate us for the full loss of Imesis opportunity. Many of our supply
agreements contain limitations on incidental anaseguential damages that we may recover. A sufsppetential liability in the event of non-
performance may not be sufficient to compel thegpbapto continue to act in conformity with our agments. Our product supply chain
requires us to purchase certain components in mimmuantities and may result in a production cpélmore than one year. Significant
disruptions to any of the steps in our supply clpaiotess may result in longer productions cycleglvhould lead to inefficient use of cash or
may impair our ability to supply customers with guat.
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We may encounter unforeseen manufacturing diffiesifivhich, at a minimum, may lead to higher thaticgrated costs, scrap rates,
manufacturing overhead variances or delays in nauifing products. In addition, we may not receineely or accurate demand information
from distributors or may not accurately forecasnhdad ourselves for the INTERCEPT Blood System. Assalt, we may carry excess work-
in-process or finished goods inventory, which wotddisume capital resources and may become obsotaiar inventory may be inadequate
to meet customer demand. We have entered intarcgualic tenders, some which call for us to mamtzertain minimum levels of inventory.
If our suppliers fail to produce components or finished products satisfactorily, timely, at acapé costs, and in sufficient quantities, we
may incur delays, shortfalls and additional expeneenon-compliance with certain public tendersolwimay in turn result in permanent harm
to our customer relations or loss of customers v€sely, we may choose to overstock inventory deoto mitigate any unforeseen potential
disruption to manufacturing which could consume @ash resources faster than we anticipate and masemur supply chain to be less
efficient. Our platelet and plasma systems’ dispteskits have a two-year shelf life from the datenanufacture. We and our distributors may
be unable to ship product to customers prior teetkmration of the product shelf life, a risk thgaheightened if we elect to increase our
inventory levels in order to migrate supply disraps. We will need to destroy or consume the oetdiatventory in product demonstration
activities, which may in turn lead to elevated preiddemonstration costs or reduced gross margins.

We are subject to federal, state and foreign lavevgrning our business practices which, if violatezhuld result in substantial penalties
and harm our reputation and business.

We are subject to a number of laws that affectsales, marketing and other promotional activitigdimiting the kinds of financial
arrangements we may have with hospitals, physictsgalithcare providers or other potential purchae€pur products. These laws are often
broadly written, and it is often difficult to deteine precisely how these laws will be applied tecsfic circumstances. For example, within the
European Union, the control of unlawful marketirghaties is a matter of national law in each of thhember states. The member states of the
European Union closely monitor perceived unlawfalrketing activity by companies. We could face ¢igiiminal and administrative sanctic
if any member state determines that we have brelashieobligations under its national laws. Industsgociations also closely monitor the
activities of member companies. If these organizetior authorities name us as having breachedigations under their regulations, rules
standards, our reputation would suffer and ourr®ss and financial condition could be adverselgcaéd.

In addition, there are numerous U.S. federal aatd $tealthcare regulatory laws, including, butlmoited to, anti-kickback laws, false
claims laws, privacy laws, and transparency laws. i®lationships with healthcare providers andtiestjincluding but not limited to, hospite
physicians, healthcare providers and our custoarersr will be subject to scrutiny under these lavislations of these laws can subject us to
penalties, including, but not limited to, admingdive, civil and criminal penalties, damages, firdisgorgement, imprisonment, exclusion from
participation in federal and state healthcare @, including the Medicare and Medicaid prograamsl, the curtailment of our operations.
Healthcare fraud and abuse regulations are comaltekeven minor irregularities can potentially gilge to claims that a statute or prohibition
has been violated. The laws that may affect oditybd operate include, but are not limited to:
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the federal Anti-Kickback Statute, which pratsbamong other things, persons and entities konowingly and willfully soliciting,
receiving, offering, or paying remuneration, ditedr indirectly, in cash or in kind, in exchang® br to induce either the referral
an individual for, or the purchase, lease, ordeeoommendation of, any good, facility, item ongee for which payment may be
made, in whole or in part, under federal healthpaograms such as Medicare and Medic

federal false claims laws that prohibit, amaiger things, knowingly presenting, or causingeégbesented, claims for payment
from Medicare, Medicaid or other third-party paytirat are false or fraudulent, and which may applgntities that provide coding
and billing advice to customet

the civil monetary penalties statute, which @s@s penalties against any person or entity whongrother things, is determined to
have presented or caused to be presented, a dairfetleral healthcare program that the person &nomshould know, is for an
item or service that was not provided as claimeid €alse or fraudulen

the federal Health Insurance Portability and Acdahbility Act of 1996, as amended, or HIPAA, whiateated federal criminal lav
that prohibit executing a scheme to defraud aniytihesre benefit program or making false statemegitging to healthcare matte

HIPAA, as amended by the Health InformationArealogy for Economic and Clinical Health Act of Z)@r HITECH, and their
respective implementing regulations, which impasguirements on certain covered healthcare provitieath plans and healthc
clearinghouses as well as their business assotiateperform services for them that involve indivally identifiable health
information, relating to the privacy, security anahsmission of individually identifiable healthfanmation without appropriate
authorization, including mandatory contractual teas well as directly applicable privacy and seguwtandards and requiremer

the Federal Trade Commission Act and similar laggutating advertisement and consumer protectior

foreign or U.S. state law equivalents of eatthe above federal laws, such as anti-kickbackfated claims laws which may apply
to items or services reimbursed by any third-ppgyor, including commercial insurers; U.S. statesléhat require device
companies to comply with the industry’s voluntapnpliance guidelines and the relevant compliandédagce promulgated by the
U.S. federal government or otherwise restrict payisiéhat may be made to healthcare providers; &fafe laws that require device
manufacturers to report information related to pagta and other transfers of value to physiciansadiner healthcare providers or
marketing expenditures; and U.S. state laws gowmgrtiie privacy and security of certain health infation, many of which differ
from each other in significant ways and often avepreempted by HIPAA, thus complicating compliaetferts.
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We are also subject to the U.S. Foreign CorrupttiRes Act and anti-corruption laws, and similawgawith a significant anti-corruption
intent in foreign countries. In general, there is@ldwide trend to strengthen anticorruption laamsl their enforcement. Any violation of these
laws by us or our agents or distributors could er@asubstantial liability for us, subject our offis and directors to personal liability and also
cause a loss of reputation in the market. We ctlyreperate in many countries where the publicaeist perceived as being more or highly
corrupt. Our strategic business plans include edipgnour business in regions and countries thatateal as higher risk for corruption activity,
such as China, India and Russia. Becoming familiir and implementing the infrastructure necessamgomply with laws, rules and
regulations applicable to new business activities mitigate and protect against corruption risksldde quite costly. In addition, failure by us
or our agents or distributors to comply with thizses, rules and regulations could delay our exmansito high-growth markets, could damage
market perception of our business and could adlyeasect our existing business operations. Incedasusiness in higher risk countries could
also subject us and our officers and directorsitoeiased scrutiny and increased liability.

Further, the Patient Protection and Affordable Qs as amended by the Health Care and Educatmoiiliation Act of 2010, or,
collectively, the Affordable Care Act, among otli@ngs, amends the intent requirements of the &denti-Kickback Statute and certain
criminal statutes governing healthcare fraud. Asperor entity can now be found guilty of violatitigg statute without actual knowledge of the
statute or specific intent to violate it. In additj the Affordable Care Act provides that the goweent may assert that a claim including items
or services resulting from a violation of the fealeknti-Kickback Statute constitutes a false or fraudutdaim for purposes of the federal Fa
Claims Act. Moreover, while we do not submit claiemed our customers make the ultimate decision entbasubmit claims, from time-to-
time, we may provide reimbursement guidance tocostomers. If a government authority were to cahelihat we provided improper advice
to our customers or encouraged the submissioris# tdaims for reimbursement, we could face actigainst us by government authorities.
Any violations of these laws, or any action agaimsfor violation of these laws, even if we suctdisdefend against it, could result in a
material adverse effect on our reputation, busimessilts of operations and financial condition.

Because of the breadth of these laws and the naesswof the statutory exceptions and regulatory Isafbors available under such laws,
it is possible that some of our business activifiegduding our relationships with healthcare pd®ris and entities, including, but not limited to,
hospitals, physicians, healthcare providers andd@mtributors, and certain sales and marketingtjpes, including the provision of certain ite
and services to our customers, could be subjetitaienge under one or more of such laws.

To enforce compliance with the healthcare regujalews, federal and state enforcement bodies heaently increased their scrutiny of
interactions between healthcare companies andhioeadt providers, which has led to a number of itigatsons, prosecutions, convictions and
settlements in the healthcare industry. Respontimgvestigations can be time-and resource-consgiaamg can divert management’s attentior
from the business. Additionally, as a result osth@vestigations, healthcare providers and estitiay have to agree to additional onerous
compliance and reporting requirements as partawigent decree or corporate integrity agreement.sfich investigation or settlement could
increase our costs or otherwise have an adverseteffi our business.

26



In addition, there has been a recent trend of asze U.S. federal and state regulation of paynmardgransfers of value provided to
healthcare professionals or entities. On FebruaR083, the Centers for Medicare & Medicaid Sersjag CMS, released its final rule
implementing section 6002 of the Affordable Card mown as the Physician Payment Sunshine Actitabses new annual reporting
requirements on device manufacturers for paymerdsother transfers of value provided by them, diyear indirectly, to physicians and
teaching hospitals, as well as ownership and invest interests held by physicians and their famigmbers. A manufacturer’s failure to
submit timely, accurately and completely the reegiinformation for all payments, transfers of vatm@wnership or investment interests may
result in civil monetary penalties of up to an aggrte of $150,000 per year, and up to an aggref&e0 million per year for “knowing
failures.” The period between August 1, 2013, aeddénber 31, 2013 was the first reporting periodwisich manufacturers were required to
report aggregate payment data to CMS by March @14 2Manufacturers also will be required to repor€MS detailed payment and transfers
of value data and submit legal attestation to tteiecy of such data during Phase 2 of the progndrith began May 2014 and extends for at
least 30 days. Thereafter, manufacturers must gubports by the 90th day of each subsequent catgrehr. Due to the difficulty in
complying with the Physician Payment Sunshine A&t,cannot assure you that we will successfully repib payments and transfers of value
provided by us, and any failure to comply couldifem significant fines and penalties. Some stagesh as California and Connecticut, also
mandate implementation of commercial compliancgms, and other states, such as Massachusettéeamdnt, impose restrictions on
device manufacturer marketing practices and tragckimd reporting of gifts, compensation and otherugeration to healthcare professionals
and entities. The shifting commercial complianceiemment and the need to build and maintain robustexpandable systems to comply
different compliance and reporting requirementmirtiple jurisdictions increase the possibility tthee may fail to comply fully with one or
more of these requirements.

Although compliance programs can mitigate the olvestigation and prosecution for violationstloése laws, the risks cannot be
entirely eliminated. Any action against us for gitidn of these laws, even if we successfully defegainst it, could cause us to incur signific
legal expenses and divert our management’s attefrion the operation of our business.

Most of these laws apply to not only the actioketaby us, but also actions taken by our distritaité/e have limited knowledge and
control over the business practices of our distdis) and we may face regulatory action againsisus result of their actions which could have
a material adverse effect on our reputation, bgsinesults of operations and financial condition.

In addition, the scope and enforcement of these lawncertain and subject to rapid change in tinesat environment of healthcare
reform, especially in light of the lack of appli¢daiprecedent and regulations. U.S. federal or ségfelatory authorities might challenge our
current or future activities under these laws. Angh challenge could have a material adverse affeour reputation, business, results of
operations and financial condition. Any U.S.
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federal or state or foreign regulatory review of negardless of the outcome, would be costly amé-itonsuming. Additionally, we cannot
predict the impact of any changes in these lawstldr or not retroactive.

Legislative or regulatory healthcare reforms may keit more difficult and costly for us to obtain geilatory approval of our products
and to produce, market and distribute our produetier approval is obtained.

Regulatory guidance and regulations are often eevis reinterpreted by the regulatory agenciesagsathat may significantly affect our
business and our products. Any new regulationgwsions or reinterpretations of existing regulationay impose additional costs or lengthen
review times of our products. Delays in receiptasffailure to receive, regulatory approvals for oaw products or product configurations
would have a material adverse effect on our busijmesults of operations and financial condition.

Federal and state governments in the United Stetes recently enacted legislation to overhaul #téon’s healthcare system. While the
goal of healthcare reform is to expand coveragadee individuals, it also involves increased goweent price controls, additional regulatory
mandates and other measures designed to constedicahcosts. The Affordable Care Act significanthypacts the medical device industry.
Among other things, the Affordable Care Act:

» imposes an annual excise tax of 2.3% on anyyehtat manufactures or imports medical devicderefl for sale in the United
States

» establishes a new Patient-Centered OutcomesaRdsInstitute to oversee and identify priorifiresomparative clinical
effectiveness research in an effort to coordinatbdevelop such resear

» implements payment system reforms includingtonal pilot program on payment bundling to enegarhospitals, physicians and
other providers to improve the coordination, qyaditd efficiency of certain healthcare servicesulgh bundled payment models;

and

» creates an independent payment advisory boatdnill submit recommendations to reduce Medicgrending if projected
Medicare spending exceeds a specified growth

In addition, other legislative changes have beep@sed and adopted since the Affordable Care Astemacted. On August 2, 2011,
President Obama signed into law the Budget CoAtobf 2011, which, among other things, createdJhiat Select Committee on Deficit
Reduction to recommend to Congress proposals imdépg reductions. The Joint Select Committee didawhieve a targeted deficit reduction
of at least $1.2 trillion for the years 2013 thrbi#p21, triggering the legislation’s automatic refitan to several government programs. This
includes reductions to Medicare payments to progidé 2% per fiscal year, which went into effectdipril 2013 and will stay in effect through
2024, unless additional congressional action isrialon January 2, 2013, President Obama signedhimtthe American Taxpayer Relief Act
of 2012 which, among other things, further redultediicare payments to several providers, includiogpiitals, and increased the statute of
limitations period for the government to recoveeayments to providers from three to five years. &éxpect that additional U.S federal and
state and foreign healthcare reform measures wildopted in the future, any of which could lirhi¢ amounts that governments will pay for
healthcare products and services, which could résoéduced demand for our products or additigmeding pressure.
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Our platelet products and product candidates are compatible with some collection and storage math@r combinations thereof.

The equipment and materials used to collect platel@ry by manufacturer and by geographic regitetelets may be collected from a
single donor by apheresis using an automated tiolfemachine. Apheresis devices currently usetiénUnited States and European markets
differ, among other characteristics, in their apito collect platelets in reduced volumes of plasPlatelet concentrates may also be preparec
from whole blood by pooling together platelets fromltiple donors. There are two commonly used masHor preparing whole blood
platelets: the buffy coat method, which is useeesively in Europe, and the pooled random donohatktwhich is used in the United States.
Our platelet system is designed to work with pktgetollected and stored in storage solutionseddiiterSol and SSP+, and for platelets
suspended in 100% plasma, although our label itiditaiin the United States do not currently provimieplatelets suspended in 100% plasma
Fresenius is the exclusive manufacturer of Intee®ol MacoPharma of SSP+, both widely-used plaselditive solutions. Many of our
customers and prospective customers use InterSBBr in connection with INTERCEPT treatment. Sanhfi, many of our customers
combine multiple plasma components from whole bldodations before treating the combined produdt WETERCEPT. Grifols makes such
a product (Plasmix). Customers’ ability to use INIFERCEPT products may be impaired should manufacsuof those products, including
those sold by Grifols, not provide access to tlwlpcts allowing for the combination of multiple cpoments. Should Fresenius, MacoPharma
or Grifols fail to obtain or maintain regulatorympval for InterSol, SSP+, or Plasmix, respectivelyif any should decide to cease distribui
of those respective products to customers and pobise customers, our ability to sell the INTERCHEB®od System may be impaired. In
addition, we may be required to produce and dematesadditional acceptable data for usage of tHEERICEPT Blood System with various
combinations of collection platforms and storageitsans before we could receive additional regulai@pprovals from the FDA and elsewh:

In order to address the entire market in the Un8tades, Japan, and potentially elsewhere, wenedh to develop and test additional
configurations of the platelet system. For examipléhe United States, we understand a significambber of platelet concentrates are derived
from larger volumes collected from apheresis dospti into three therapeutic transfusable dosasuré configurations of the platelet system
will be needed to treat platelet donations withhsprmcessing parameters. We estimate that the iyagbiplatelets used in the United States
collected by apheresis, though a significant migaie prepared from pooled random donor plateletsved from whole blood collections. In
the United States, our platelet system is currestly approved for apheresis collections and ferwih platelets suspended in a storage
solution. In order to gain regulatory approvalsdgrathogen reduction system compatible with trifalse collections, platelets suspended in
100% plasma, and random donor platelets, we wétrte perform additional product development astirig, including additional clinical
trials, and will require approval of a PMA supplarheOur failure to obtain FDA and foreign regulatapprovals of these new configurations
could significantly limit revenues from sales oé tplatelet system. In any event, delays in reawifailure to receive approval could reduce ou
sales and negatively impact our profitability paigirand future growth prospects. Similarly, to iesfe market acceptance in certain
geographies, we may be required to design, dewaidpest new product configurations for the platefel plasma
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systems. These development activities will increagecosts significantly and may not be succes¥ild.may need to demonstrate the safety
and efficacy of our platelet system using a varadtgonfigurations before our platelet system wduddapproved for such configurations.
Delays in obtaining any future approvals would adely affect our ability to introduce new or enhedi@roducts in a timely manner, which in
turn would harm our revenue and potential futuitability.

We have used prototype components in our preclihgtadies and clinical trials of the red blood cedystem and have not completed the
components’ commercial design. We will be requiteddentify and enter into agreements with third gies to further develop and
manufacture the red blood cell system. Failure t@mtain these relationships, poor performance byetle third parties or disputes with
these third parties could negatively impact our lnesss.

The red blood cell systems that have been usedm@ncurrently being used in our clinical trials &deen and are prototypes of the
system expected to be used in the final product Pesult, we plan to perform additional preclihstaidies and clinical trials using the
commercial version of the system to demonstrateticeptability of the commercial configuration dahd equivalence of the prototypes and
commercial product, which will increase our expeanard delay the potential commercialization of rear blood cell system. We may
determine that the red blood cell system may natdmmercially feasible from potential customerg'gpectives. If we fail to develop
commercial versions of the red blood cell systera irmely manner, our potential revenue would bayd= or diminished and our potential
competitors may be able to bring products to maokébre we do.

The design and engineering effort required to cetepihe final commercial version of our red bloed system will likely be substantial
and time-consuming. As with any complex developnsfurt, we expect to encounter design, engineeaimdymanufacturing issues, which
issues could be exacerbated if the partners withmwve will be working have competing or conflictipgorities or ideas on the development
and design of the system. Such issues have préyiatisen, sometimes unexpectedly, and solutiortkase issues have not always been
readily forthcoming. We cannot guarantee that d@sissues arise, they will be resolved in a commbycviable manner. Additional unforese
design, engineering and manufacturing issues mag g the future, which could increase the devalept cost and delay commercializatior
our red blood cell system. We will need to identfyd contract with manufacturers who can develoggsses to manufacture components an
the compounds used in the red blood cell systemc&mmercial manufacturing, we will need to demuoatstto regulatory authorities that the
commercial scale manufacturing processes comply gaternment regulations and that the compoundsquivalent to originally licensed
compounds. It may be difficult to economically méaaiure the red blood cell system on a commercialesand such costs may ultimately
exceed the price the market is willing to pay factsa system.

If our competitors develop products superior to sumarket their products more effectively than weaket our products, or receive
regulatory approval before our products, our comns&l opportunities could be reduced or eliminated.

We expect our products will continue to encountgniicant competition. The INTERCEPT Blood Systenoducts compete with other
approaches to blood safety currently in

30



use and may compete with future products that neagdveloped by others. Our success will dependiingn our ability to respond quickly to
customer and prospective customer needs, sucdggsfitiive and maintain regulatory approvals, athaphto medical and technological
changes brought about by the development and inttamh of new products. Competitors’ products @htelogies may make our products
obsolete or non-competitive before we are ablestiegate any significant revenue. In addition, caditqrs or potential competitors may have
substantially greater financial and other resoutices we have. They may also have greater experiengreclinical testing, human clinical
trials and other regulatory approval proceduresoifipetitors’ products experience significant peot$, customers and potential customers
may question the safety and efficacy of all patmogeuction technologies, including the INTERCER®d8l System. Such questions and
concerns may impair our ability to market and #el INTERCEPT Blood System.

Several companies have, or are developing, techsidhat are, or in the future may be, the basipfoducts that will directly compete
with or reduce the market for our pathogen reducsigstems. A number of companies are specificaty$ing on alternative strategies for
pathogen reduction in platelets and plasma.

These alternative strategies may be more effeatiugactivating certain types of pathogens fromoolgroducts, including certain non-
lipid-enveloped viruses, such as hepatitis A andrises, which our products have not demonstrateabdity to inactivate, or human
parvovirus B-19, which is also a non-lipid-enveldpérus, for which our products have not demonsttat high level of inactivation. While
studies have demonstrated that our products cantefély inactivate a broad spectrum of pathogartdaod components, market adoption of
our products may be reduced if customers deterthistecompetitors’ products inactivate a broadegeaof pathogens that are of particular
interest to the transfusion medicine communityadidition, customers and prospective customers rabigve that our competitorproducts ar
safer or more cost effective than INTERCEPT Blogdt&m products. In Europe, several companies, direfuGrifols S.A., Octapharma AG,
MacoPharma International and Kedrion Biopharmagdaseloping or selling commercial pathogen reducigstems or services to treat fresh
frozen plasma. Terumo BCT, a subsidiary of TerurogpGration, has developed a pathogen reductioesy&ir blood products and has been
issued CE marks for a pathogen reduction systerdthr platelets and plasma. We understand thatT@BCT is also developing a pathogen
reduction system for whole blood. Terumo BCT'’s praidcandidate, if successful, may offer competitideantages over our INTERCEPT
Blood System. Terumo Corporation is a large Jagabased, multinational corporation with more mapneducts and relationships than we
have. Our ability to commercialize our productgéntain markets, particularly in Japan, may be tieglgt affected by Terumo’s resources and
their pre-existing relationships with regulatorsl mustomers. Should Terumo BCT’s product be apgréoeuse and commercialized in Japan
we would likely directly compete with them and walibve we would likely either need to establishragiens in Japan or partner with a local
Japanese company.

Octapharma AG received FDA approval in January 201s2ll treated fresh frozen plasma for certaitications and is currently
commercially available. Should Octapharma enter éxclusive agreements with key customers, ounpdasystem may encounter market
resistance and have a more limited market into lvhie can sell.
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Other companies developing competing products rsyaifer and sell other blood-banking products sedices. As a result,
competitors may have pre-existing long-term ret&hips with customers and may be able to offerrgyes for both pathogen reduction and
non-pathogen reduction products that we are urtaldéfer. Regulatory agencies may mandate use mpetng products which would limit
our ability to sell our products in those markets.

New methods of testing whole blood for specifichoatens have been approved by the FDA and in Euaspleave tests for bacteria in
platelets. Other companies are marketing rapiditpaficare bacterial tests, and developing synthgtiod product substitutes and products to
stimulate the growth of platelets. Development emchmercialization of any of these or other reldgmthnologies could limit the potential
market for our products as would a mandate of amypeting technology other than INTERCEPT.

We may be liable and we may need to withdraw ouwdarcts from the market if our products harm peopl&e may be liable if an
accident occurs in our controlled use of hazardomaterials. Our insurance coverage may be inadequateffset losses we may incur.

We are exposed to potential liability risks inhérenthe testing and marketing of medical devia®¥s. may be liable if any of our produ
cause injury, illness or death. Although we wilvea&ompleted preclinical and clinical safety tegtpmior to marketing our products, there may
be harmful effects caused by our products thatmainable to identify in preclinical or clinicalsting. In particular, unforeseen, rare reactions
or adverse side effects related to long-term usmipproducts may not be observed until the presdat in widespread commercial use.
Because of the limited duration and number of p&ieeceiving blood components treated with theERTEPT Blood System products in
clinical trials, it is possible that harmful effsatf our products not observed in preclinical aliniaal testing could be discovered after a
marketing approval has been received. For exarimpigses where we have obtained regulatory appforalur products, we have
demonstrated pathogen reduction to specified lehaded on well-established tests. However, thame isay to determine, after treatment by
our products, whether our products have complételgtivated all of the pathogens that may be piteseniood components. There is also no
way to determine whether any residual amount afthgmen remains in the blood component treatedubpimducts and there is no way to
exclude that such residual amount would be enoogladse disease in the transfused patient. Faraétigasons, we cannot conduct human
testing to determine whether an individual who reeg a transfusion of a blood component contaimipgithogen that was inactivated using
INTERCEPT Blood System might show positive resifltested for an antibody against that pathogenil&\e believe, based on the clinical
experience of our scientists, that the level otiivated pathogens would likely be too small touicel a detectable antibody response in
diagnostic tests, we cannot exclude that a tragdfpatient might show positive results if testedafio antibody against that pathogen. We ¢
be subject to a claim from a patient that teststipes even though that patient did not contradisease. In addition, should personnel at clit
study sites or ultimately, potential customershhemed by S-303, or believe they have been or doaildarmed by S-303, our insurance
coverage may be insufficient to provide coveragefty related potential liabilities. S-303 is calesied a potent chemical and is the active
compound of our red blood cell system.

32



We maintain product liability insurance, but do knbw whether the insurance will provide adequateecage against potential liabilitit
If we cannot successfully defend ourselves agaireduct liability claims, we may incur substantiabilities or be required to limit
commercialization of our products.

Our research and development activities involvectivgrolled use of hazardous materials, includiegain hazardous chemicals,
radioactive materials and infectious pathogendgh siscHIV and hepatitis viruses. Although we belithat our safety procedures for handling
and disposing of hazardous materials are adequodteanply with regulatory requirements, we cantiotieate the risk of accidental
contamination or injury. If an accident occurs, eeeld be held liable for any damages that result.

A recall of our products, either voluntarily or ghe direction of the FDA or another governmental thority, or the discovery of serious
safety issues with our products that leads to cetiee actions, could have a significant adverse mepon us.

The FDA and similar foreign governmental authositieve the authority to require the recall of comuiadized products in the event of
material deficiencies or defects in design or maatufre of a product or in the event that a progoses an unacceptable risk to health. The
FDA's authority to require a recall must be basedn FDA finding that there is reasonable probghiliat the device would cause serious
injury or death. Manufacturers may also, undermtbein initiative, recall a product if any materdsficiency in a device is found or withdraw a
product to improve device performance or for otle@sons. The FDA requires that certain classifiostiof recalls be reported to the FDA
within ten working days after the recall is inigdtA government-mandated or voluntary recall bpmusne of our distributors could occur as a
result of an unacceptable risk to health, compofahtres, malfunctions, manufacturing errors, gasir labeling defects or other deficiencies
and issues. Similar regulatory agencies in othanties have similar authority to recall devicesdese of material deficiencies or defects in
design or manufacture that could endanger heatilr.rAcall would divert management attention andritial resources and could cause the
price of our stock to decline, expose us to protiabtlity or other claims and harm our reputatisith customers. Such events could impair
ability to supply our products in a cost-effectared timely manner in order to meet our customezmiahds. Companies are required to
maintain certain records of recalls, even if they rzot reportable to the FDA or similar foreign gavmental authorities. We may initiate
voluntary recalls involving our products in theute that we determine do not require notificatibthe FDA or foreign governmental
authorities. If the FDA or foreign governmentaltaarities disagree with our determinations, theyldoequire us to report those actions as
recalls. A future recall announcement could harmreputation with customers and negatively affestsales. In addition, the FDA or a fore
governmental authority could take enforcement adio failing to report the recalls when they weomducted.

In addition, under the FDA’medical device reporting regulations, we areirequo report to the FDA any incident in which quoduct:
may have caused or contributed to a death or sehiury or in which our product malfunctioned aifdhe malfunction were to recur, would
likely cause or contribute to death or seriousrinjiRepeated product malfunctions may result ilantary or involuntary product recall. We
are also required to follow detailed recordkeepiguirements for all firm-initiated medical devicerrections and removals, and to
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report such corrective and removal actions to FDiAdy are carried out in response to a risk tdtheand have not otherwise been reported
under the medical device reporting regulationsvdfdo not adequately address problems associateawi devices, we may face additional
regulatory enforcement action, including FDA wamlatters, product seizure, injunctions, admintsteapenalties, or civil or criminal fines.
We may also be required to bear other costs ordtler actions that may have a negative impactuorsales as well as face significant advi
publicity or regulatory consequences, which cowdour business, including our ability to market products in the future.

Any adverse event involving our products, whetinethie United States or abroad, could result inrutwluntary corrective actions, such
as recalls or customer notifications, or agencioacsuch as inspection, mandatory recall or o#méorcement action. Any corrective action,
whether voluntary or involuntary, as well as defagdurselves in a lawsuit, will require the dediiga of our time and capital, distract
management from operating our business and may barmeputation and financial results.

If we fail to obtain the capital necessary to furadir future operations or if we are unable to genéeapositive cash flows from our
operations, we will need to curtail planned devetognt or sales and commercialization activities.

Our near-term capital requirements are dependemainaus factors, including operating costs andkivay capital investments associated
with commercializing the INTERCEPT Blood Systengluding in connection with the U.S. commercial lamof our platelet and plasma
systems, costs associated with planning, enrodimdjcompleting the proposed studies under our é&demd proposed IDEs, costs associatec
with pursuing potential regulatory approvals inestijeographies where we do not currently sell datefet and plasma systems, costs
associated with conducting vitro studies and clinical development of our red bloelll ystem in Europe and the United States, inalgidiur
ongoing European Phase lll clinical trial of oud tdood cell system for chronic anemia patients), @vsts related to creating, maintaining and
defending our intellectual property. Our long-terapital requirements will also be dependent orstieess of our sales efforts, competitive
developments, the timing, costs and magnitude ofanger-term clinical trials and other developmadtivities related to our platelet, plasma
and red blood cell systems, including the pgroval study we are required to conduct in conmieevith FDA approval of the platelet syste
market preparedness and product launch activitiearfy of our products in geographies where weatauarrently sell our products, and
regulatory factors. Until we are able to generasefficient amount of product revenue and gengyasitive net cash flows from operations,
which we may never do, meeting our loggm capital requirements is in large part rel@amtaccess to public and private equity and delital
markets, as well as to collaborative arrangemeittsartners, augmented by cash generated fronatipes and interest income earned on th
investment of our cash balances. We believe thateailable cash and cash equivalents and shontiterestments, together with expected
availability under our loan and security agreenveithh Oxford Finance LLC, or Oxford Finance, anduifg sales under our Controlled Equity
Offering SM Sales Agreement with Cantor Fitzgerald & Co., asrabed, as well as cash received from product salkkde sufficient to meet
our capital requirements for at least the nextwa@honths We have based our cash sufficiency eftioraassumptions that may prove to be
incorrect. If our assumptions prove to be incorre& could consume our available capital resousoceser than we currently expect or in
excess of amounts than we currently expect, whiciidcadversely affect our commercialization andichl development activities.
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We have borrowed and in the future may borrow &mftid capital from institutional and commercial kany sources to fund future
growth, including pursuant to our loan and secuaijyeement with Oxford Finance as described belopotentially pursuant to new
arrangements with different lenders. We may borfunds on terms that may include restrictive covénancluding covenants that restrict the
operation of our business, liens on assets, higittefe interest rates and repayment provisionsré@uce cash resources and limit future
access to capital markets. In addition, we exgecbhtinue to opportunistically seek access teetigty capital markets to support our
development efforts and operations. To the extettwe raise additional capital by issuing equégwsities, our stockholders may experience
substantial dilution. To the extent that we raidditional funds through collaboration or partnerargangements, we may be required to
relinquish some of our rights to our technologiesights to market and sell our products in certgographies, grant licenses on terms that at
not favorable to us, or issue equity that may hestntially dilutive to our stockholders.

As a result of economic conditions, general glazainomic uncertainty and other factors, we do notkkwhether additional capital will
be available when needed, or that, if availablewilibe able to obtain additional capital on remable terms. If we are unable to raise
additional capital due to disruptions to the glofraldit and financial markets, general economicuainty or other factors, we may need to
curtail planned development or commercializatiotivé@es. In addition, we will need to obtain addital funds to complete development
activities for the red blood cell system necessaryotential regulatory approval in Europe. Agaoim the proposed studies under our IDEs,
we do not plan on conducting any additional rand@uahicontrolled clinical trials of the red bloodIcelatelet or plasma systems unless and
until we can obtain sufficient additional funding at such time, our existing operations providiéicent cash flow to conduct these trials.

Covenants in our loan and security agreement restiour business and operations in many ways an@é do not effectively manage our
covenants, our financial conditions and results operations could be adversely affected. In additiour operations may not provide
sufficient cash to meet the repayment obligatiorfsoor debt incurred under the loan and security aggment.

Our loan and security agreement with Oxford Fingmowides for up to $30.0 million in term loans dareJune 1, 2019, of which $10.0
million in term loans has been borrowed to daté.ofbur current and future assets, except folletéual property and 35% of our investment
in our subsidiary, Cerus Europe B.V., are secuoeddr borrowings under the loan and security agesg. The loan and security agreement
requires that we comply with certain covenants iapple to us and our subsidiary, including amorigenthings, covenants restricting
dispositions, changes in business, management,rshiper business locations, mergers or acquigfiordebtedness, encumbrances,
distributions, investments, transactions with &fféds and subordinated debt, any of which coulttict®ur business and operations, particul
our ability to respond to changes in our business take specified actions to take advantage déitebusiness opportunities that may be
presented to us. Our failure to comply with anyhaf covenants could result in a default underdle knd security agreement, which could
permit the
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lenders to declare all or part of any outstandiogdwings to be immediately due and payable, oetose to permit additional borrowings
under the loan and security agreement. If we aablerto repay those amounts, the lenders unddodineand security agreement could proc
against the collateral granted to them to secuatedbbt, which would seriously harm our businessddition, should we be unable to comply
with these covenants or if we default on any portdour outstanding borrowings, the lenders can ahpose a 5% penalty and restrict acces
to additional borrowings under the loan and seguaifreement. Moreover, while we currently haveahiity to borrow an additional $10.0
million under the loan and security agreement,atility to access the final $10.0 million under than and security agreement is subject tc
ability to achieve a certain revenue threshold clvldondition we may not be able to meet and whith@uld adversely affect our liquidity. In
addition, although we expect to borrow additionailds under the loan and security agreement, beferéo so, we must first satisfy ourselves
that we will have access to future alternate sauoéeapital, including cash flow from our own opiéons, equity capital markets or debt ca|
markets in order to repay any principal borroweHjolv we may be unable to do, in which case, owididy and ability to fund our operations
may be substantially impaired.

Virtually all of our research and development adties and the significant majority of our generalna administrative activities are
performed in or managed from a single site that mlag subject to lengthy business interruption in teeent of a severe earthquake. We
also may suffer loss of computerized informationdamay be unable to make timely filings with regulay agencies in the event of
catastrophic failure of our data storage and backsgstems.

Virtually all of our research and development &tigg and the significant portion of our generad auministrative activities are
performed in or managed from our facilities in Cort; California, which are within an active earthge fault zone. Should a severe
earthquake occur, we might be unable to occupyamilities or conduct research and developmentgereral and administrative activities in
support of our business and products until suck tisour facilities could be repaired and madeatjweral. Our property and casualty and
business interruption insurance in general doesowtr losses caused by earthquakes. While wethlga certain measures to protect our
scientific, technological and commercial assetengthy or costly disruption due to an earthquakeld have a material adverse effect on us.
We have also taken measures to limit damage thatoeeur from the loss of computerized data dueotogy outage, system or component
failure or corruption of data files. However, weyrase critical computerized data, which may béiclift or impossible to recreate, which rr
harm our business. We may be unable to make tifilielys with regulatory agencies in the event ofastrophic failure of our data storage and
backup systems, which may subject us to fines ee@@& consequences, up to and including loss adloility to conduct business.

If we fail to attract, retain and motivate key pensnel or to retain the members of our executive nagement team, our operations and
our future growth may be adversely affected.

We are highly dependent upon our executive managet@am and other critical personnel, including specialized research and
development, regulatory and operations personreehyrof whom have been employed with us for manysyaad have a significant
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amount of institutional knowledge about us andmaducts. We do not carry “key person” insurantenk or more members of our executive
management team or other key personnel were te i@tiresign, our ability to achieve developmeagulatory or operational milestones for
commercialization of our products could be adverséflected if we are unable to replace them witlplaryees of comparable knowledge and
experience. In addition, we may not be able tamedarecruit other qualified individuals, and afforts at knowledge transfer could be
inadequate. If knowledge transfer, recruiting agtémtion efforts are inadequate, significant amewhinternal historical knowledge and
expertise could become unavailable to us.

We also rely on our ability to attract, retain andtivate skilled and highly qualified personnebimer to grow our company. Competit
for qualified personnel in the medical device ahdnmaceutical industry is very intense. If we amahle to attract, retain and motivate quality
individuals, our business, financial condition,uks of operations and growth prospects could hvemely affected. Even if we are able to
identify and hire qualified personnel commensureit our growth objectives and opportunities, thegess of integrating new employees is
time consuming, costly and distracting to exisémgployees and management. Such disruptions mayamaaedverse impact on our operations
our ability to service existing markets and custmsner our ability to comply with regulations aras.

All of the employees of our subsidiary, Cerus E@r@&V., are employed outside the United Statesudieg in France, where labor and
employment laws are relatively stringent and, imyneases, grant significant job protection to deréamployees, including rights on
termination of employment. In addition, one of owanufacturing partners is located in France and naag employees that are members of
unions or represented by a works council as reduiyelaw. These more stringent labor and employrtaams to the extent that they are
applicable, coupled with the requirement to congitl the relevant unions or worksbuncils, could increase our operational costs vesipec
to our own employees and could result in passenligir operational costs by our manufacturing partifiéine increased operational costs
become significant, our business, financial conditind results of operations could be adverselyatgul.

Significant disruptions of information technologyystems or breaches of data security could adveraffigct our business.

Our business is increasingly dependent on compldxraerdependent information technology systemduding internet-based systems,
databases and programs, to support our businessgses as well as internal and external commuoitatThese computer systems are
potentially vulnerable to breakdown, malicious uision and computer viruses which may result initiy@airment of production and key
business processes or loss of data or informatidditionally, our systems are potentially vulnemabd data security breaches—whether by
employees or others—which may expose sensitivetdataauthorized persons. Such data security besaobuld lead to the loss of trade
secrets or other intellectual property, or coulitliéo the public exposure of personal informatianl(ding sensitive personal information) of
our employees, clinical trial patients, distribistocustomers and others. Such disruptions and leeadf security could have a material advers
effect on our business, financial condition andiltsof operations.
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In addition, our existing enterprise resource piagrsystem, a critical system used to run our mssnwill no longer be supported by the
developer of that system. Accordingly, we have mdlgeémplemented a new enterprise resource plansystem (the ERP System). The new
ERP System is extremely complex and impacts afgignt number of our business processes. Shoulexperience unforeseen difficulties
with our new ERP System, we may experience disoaptto our operations, increased costs in troublasiy and resolving the issues, and
erosion in confidence from customers and employa®sof which could have a material adverse eff@cbur business and operations.

Our ability to use our net operating loss carryfoarnds and certain other tax attributes may be limdte

Under Section 382 of the Internal Revenue Code861las amended, if a corporation undergoes anéwhip change,” generally
defined as a greater than 50% change (by valu& eguity ownership over a three-year period,dbhmgoration’s ability to use its pre-change
net operating loss carryforwards and other pre-gbdax attributes (such as research tax creditsif¢et its post-change taxable income or
taxes may be limited. Our equity offerings and ottfeanges in our stock ownership, some of whictoatside of our control, may have
resulted or could in the future result in an owhgrshange. If a limitation were to apply, utiliat of a portion of our domestic net operating
loss and tax credit carryforwards could be limiteduture periods and a portion of the carryforwsacduld expire before being available to
reduce future income tax liabilities.

We may not be able to protect our intellectual pesty or operate our business without infringing ieliectual property rights of others.

Our commercial success will depend, in part, omioliodg and maintaining patent protection on oudpiats and successfully defending
our products against third-party challenges. Ocinrielogy will be protected from unauthorized uskydo the extent that it is covered by valid
and enforceable patents or effectively maintairettade secrets. As a result, our success depepastion our ability to:

» obtain patents
» protect trade secret
» operate without infringing upon the proprietaryhtig) of others; an

» prevent others from infringing on our proprietaights.

We cannot be certain that our patents or pateatsa license from others will be enforceable dffiokd protection against competitors.
Our patents or patent applications, if issued, bwghallenged, invalidated or circumvented. Oueplatights may not provide us with
proprietary protection or competitive advantageairag} competitors with similar technologies. Othmsy independently develop technologies
similar to ours or independently duplicate our tedbgies. For example, we are aware of a UniteteStaatent issued to a third-party that
covers methods to remove psoralen compounds frondigroducts. We have reviewed the patent andveetieere exists substantial questions
concerning its validity. We cannot be certain, hegrethat a court would hold the patent to be iivat not infringed by our platelet or plasma
systems upon commercialization of those productleriJnited States. In this regard, whether we diombon commercialization of our plate
or plasma systems in the United States, infringeghtent will not be known with certainty unles&laintil a court interprets the patent in the
context of litigation. In the event that we areriduo infringe any valid claim of this patent, waynamong other things, be required to pay
damages, cease the use and sale of our platelglasmda systems and/or obtain a license from theeowf the patent, which we may not be
able to do at a reasonable cost or at all. Ounpsxpire at various dates between now and 208deR patent applications will, if granted,
result in patents with later expiration dates. ddition, we
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have a license from Fresenius to United Stateda@edyn patents relating to the INTERCEPT Bloodt8ys which expire at various dates fr
2015 to 2024. Due to the extensive time requiredl&velopment, testing and regulatory review of matential products, our patents may
expire or remain in existence for only a short @afollowing commercialization. This would reduaeatiminate any advantage of the patents.

We cannot be certain that we were the first to nthkanventions covered by each of our issued patmmpending patent applications or
that we were the first to file patent applicatidmssuch inventions. We may need to license thiet fig use third-party patents and intellectual
property to continue development and commerciatimattf our products, including in connection withrglanned commercialization of the
platelet and plasma systems in the United Statesmal not be able to acquire such required liceosexcceptable terms, if at all. If we do not
obtain such licenses, we may need to design arothed parties’ patents, or we may not be able doged with the development, manufacture
or sale of our products.

Our patents do not cover all of the countries ificivhwe are selling, and planning to sell, our priduWe will not be able to prevent
potential competitors from using our technologgduntries where we do not have patent coveragéhémnithe laws of some foreign countries
may not protect intellectual property rights to #zene extent as the laws of the United Statesydin) the CIS countries, China and India,
jurisdictions where we are currently expanding @ammercialization efforts through distributors.clertain countries, compulsory licensi
laws exist that may be used to compel a patent ptengrant licenses to third parties, for reasarchss non-use of the patented subject matte
within a certain period of time after patent grantommercializing in a manner that is cost-prdhibiin the country. In those countries, we
may have limited remedies if our patents are igkeihor if we are compelled to grant a license fSFERCEPT to a third party, which could
materially diminish the value of such patents. Tdusld adversely impact our potential revenue ofymities.

We may face litigation requiring us to defend agaaiaims of infringement, assert claims of infengent, enforce our patents, protect
trade secrets or know-how or determine the scofevalidity of others’ proprietary rights. Patertigation is costly. In addition, we may
require interference proceedings before the Uritiades Patent and Trademark Office to determineribeity of inventions relating to our
patent applications. Litigation or interferenceqeedings could be expensive and time consumingwancbuld be unsuccessful in our efforts
to enforce our intellectual property rights. We mnaly, in certain circumstances, on trade sectcefsdtect our technology. However, trade
secrets are difficult to protect. We protect owpretary technology and processes, in part, byidentiality agreements with employees,
consultants and contractors. These agreements enbsebched and we may not have adequate remedigsyforeach or our trade secrets ma:
otherwise become known or be independently disaavby competitors. To the extent that our employeassultants or contractors use
intellectual property owned by others, disputes atay arise as to the rights in related or resgkinow-how and inventions.

As our international operations grow, we may be gttt to adverse fluctuations in exchange rates bedw the United States dollar and
foreign currencies.

Our international operations are subject to rigkscal of an international business, including, agother factors: differing political,
economic, and regulatory climates, different tanatires and foreign exchange volatility. We do cuwtrently enter into any hedging contracts
to normalize the impact of foreign exchange flutitures. As a result, our future results could bearially affected by changes in these or othel
factors.
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Product sales of the INTERCEPT blood system ariedjly invoiced to customers in Euros. In additiare purchase finished
INTERCEPT disposable kits for our platelet and plasystems and incur certain operating expendgesrivs and other foreign currencies. (
exposure to foreign exchange rate volatility isract result of our product sales, cash colleciiod cash payments for expenses to support ot
international operations. Foreign exchange ratdhtions are recorded as a component of otheniacaet on our consolidated statements of
operations. Significant fluctuations in the voliyilof foreign currencies relative to the Unitecfes dollar may materially affect our results of
operations. In addition, in a period where the Wdi@lar is strengthening/weakening as compareduiro%; our revenues and expenses
denominated in Euros are translated into U.S. doliha lower/higher value than they would be im#rerwise constant currency exchange
environment. Currently we do not have a formal egigprogram to mitigate the effects of foreign emey volatility.

We currently have a limited trading volume, whiclesults in higher price volatility for, and reducdajuidity of, our common stock.

Our shares of common stock are currently quotethermNasdaqg Global Market under the symbol “CER$ie Tarket for our common
stock has been limited due to low trading volume #oe small number of brokerage firms acting asketamakers. Active trading markets
generally result in lower price volatility and matficient execution of buy and sell orders. Theatte of an active trading market increases
price volatility and reduces the liquidity of ousramon stock. As long as this condition continuke,dale of a significant number of shares of
common stock at any particular time could be diffico achieve at the market prices prevailing irdiately before such shares are offered,
which may limit our ability to effectively raise mey. In addition, due to the limitations of our ketrand the volatility in the market price of
our stock, investors may face difficulties in sadlishares at attractive prices when they wantltoA®a result of this lack of trading activity,
the quoted price for our common stock is not neardgsa reliable indicator of its fair market value
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Provisions of our charter documents, our stockhofdéhts plan, our compensatory arrangements andlBgare law could make it more
difficult for a third party to acquire us, even the offer may be considered beneficial by our stoalkders.

Provisions of the Delaware General Corporation kcawld discourage potential acquisition proposats @uld delay, deter or prevent a
change in control. The anti-takeover provisionthef Delaware General Corporation Law impose varioyediments to the ability of a third
party to acquire control of us, even if a changedntrol would be beneficial to our existing stoolders. In addition, Section 203 of the
Delaware General Corporation Law, unless its appibo has been waived, provides certain defauittakeover protections in connection w
transactions between the company and an “intersspettholder” of the company. Generally, Sectio pfohibits stockholders who, alone or
together with their affiliates and associates, amare than 15% of the subject company from engaigirgrtain business combinations for a
period of three years following the date that tteelsholder became an interested stockholder of subfect company without approval of the
board or the vote of two-thirds of the shares thgidhe independent stockholders. Our board of threchas also adopted a stockholder rights
plan, or “poison pill,” which would significantlyildite the ownership of a hostile acquirer. Additiy, provisions of our amended and restate
certificate of incorporation and bylaws could detilay or prevent a third party from acquiring @sen if doing so would benefit our
stockholders, including without limitation, the hatity of the board of directors to issue, withetdckholder approval, preferred stock with
such terms as the board of directors may deterrrireddition, our executive employment agreemeattange of control severance benefit |
and equity incentive plans and agreements thereymdeide for certain severance benefits in corinaeatith a change of control of us,
including single-trigger equity vesting acceleratlmenefits with respect to outstanding stock opgtjavhich could increase the costs to a third
party acquiror and/or deter such third party fraquring us.
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COMPANY OVERVIEW

Our Business

We are a biomedical products company focused oamldping and commercializing the INTERCEPT Blood t8ysto enhance blood
safety. The INTERCEPT Blood System, which is bamedur proprietary technology for controlling bigloal replication, is designed to
reduce blood-borne pathogens in donated blood coems intended for transfusion.

We have worldwide rights for our INTERCEPT Bloods8m for three blood components: plasma, platedeis red blood cells. The
INTERCEPT Blood System for platelets, or plateledtem, and the INTERCEPT Blood System for plasmalasma system, have received a
broad range of regulatory approvals, including B-&d and Drug Administration, or FDA, approvathe United States and Class Il CE
marks in the European Union and other jurisdictithrad recognize CE mark approval, and are beingeted and sold in a number of countries
around the world, including certain countries inr@pe, The Commonwealth of Independent States, $r &id the Middle East. We sell both
the platelet and plasma systems using our dirées $arce and through distributors. The INTERCER@08 System for red blood cells, or the
red blood cell system, is currently in developm#&ig recently announced that both our U.S. Phastvery and lifespan study of the red
blood cell system and our European Phase Il dirital of the red blood cell system for acuterarepatients met their respective primary
endpoints. Based on the results of the recentlypteted European Phase Il acute anemia clinicall, tnie plan to file for CE mark approval in
the European Union in the second half of 2016.

We currently recognize product revenues from the sbour platelet and plasma systems in a numbeountries around the world
including those in Europe, the CIS and the MidddstEAIthough our revenues have grown over timegifare unable to gain widespread
commercial adoption in markets where our bloodtggieoducts are approved for commercializationluding in the United States, we will
have difficulties achieving profitability. In ordéw commercialize all of our products and produnididates, we will be required to conduct
significant research, development, preclinical alimical evaluation, commercialization and regutgtcompliance activities for our products
and product candidates, which, together with gudigid increased selling, general and administratwpenses, are expected to result in
substantial losses. Accordingly, we may never agh#&profitable level of operations in the future.

Recent Developments
Platelet and Plasma Systems

In December 2014, the FDA approved the platelaesydorex vivopreparation of pathogen-reduced apheresis plateteponents in
order to reduce the risk of transfusion-transmittéection, or TTI, including sepsis, and to potelty reduce the risk of transfusion-associated
graft versus host disease. As part of the FDA's@ygd of the platelet system, we are required txessfully conduct and complete a post-
approval hemovigilance study to evaluate the inugeof acute lung injury following transfusion &fTERCEPT processed platelets. Also in
December 2014, the FDA approved the plasma sysieaxfvivopreparation of plasma in order to reduce the rfsk1d when treating patients
requiring therapeutic plasma transfusion.

We are preparing for the combined commercial lawfdhe plasma and platelet systems in the UnitateS. Prior to customer adoption
in the United States, U.S.-based blood centersne#ld to complete their process validations andinlsite-specific licenses from the FDA
Center for Biologics Evaluation and Research, oERBbefore making INTERCEPIfFeated blood products available to their inteestadspita
customers. We plan to work with U.S.-based bloatters to support these activities and anticipat@ircustomer adoption in the first half of
2015. However, we do not anticipate meaningful neneein 2015 from sales of the plasma and platgktems in the United States as our
commercial activities in 2015 will largely be foagson supporting initial customer adoption. In &ddi in order to address the entire mark
the United States, we will need to develop, tedtatain FDA approval of additional configuraticsfsthe platelet system. For example, in the
United States, we understand a
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significant number of platelet concentrates arévedrfrom larger volumes collected from apheresisats split into three therapeutic
transfusable doses. Future configurations of theefdt system will be needed to treat platelet donawith such processing parameters. In
addition, we understand that a significant portdthe U.S. blood centers store their platelet conegmts suspended in 100% plasma. Further,
we estimate that the majority of platelets usethaUnited States are collected by apheresis, whiphrt of our FDA-approved label for the
platelet system, though a significant minority prepared from pooled random donor platelets derikad whole blood collections. In order to
gain FDA approval for a pathogen reduction systempatible with platelets suspended in 100% plasaralom donor platelets and triple d
collections, we will need to perform additional guzt development and testing, including additiarimlical trials, and will require FDA
approval of a premarket approval application supglet. These development activities will increaseamsts significantly and may not be
successful. Our failure to obtain FDA and foreiggulatory approvals of these new configurationddtsignificantly limit revenues from sales
of the platelet system.

Red Blood Cell System

Europe. We are conducting an ongoing Phase 1l clinigal bf the red blood cell system in Europe forafic anemia patients. In
addition, we recently completed an additional PHHs#inical trial of the red blood cell systemrfacute anemia patients. In January 2015, we
announced that the completed Phase lll clinical tf red blood cells treated with the INTERCEPB&] System for acute anemia in
cardiovascular surgery patients met its primarypei, with preliminary analysis demonstrating ttte¢g mean hemoglobin content (53.19g) of
INTERCEPT-treated red blood cell components, or BB day 35 of storage met the protocol-definédréa for equivalence based on the
inferiority margin of 5g compared to convention®®s (55.8g). The randomized, double-blind, congablimulti-center Phase 111 clinical trial
of the red blood cell system evaluated the effiaafche red blood cell system to process RBCs withlity and mean hemoglobin content (>4C
g) suitable to support transfusion according toEbeopean Directorate for the Quality of Medicin€ke blood components were transfused tc
51 cardiovascular surgery patients at two Germanicel trial sites to evaluate transfusion efficasyd overall safety. Patients undergoing
procedures for either coronary artery bypass gigftralve repair or combined procedures receivedystransfusions during a seven-day
treatment period that included the day of surgewy six days post-operatively. The patients recedititer INTERCEPT-treated RBCs or
control RBCs not treated for pathogen inactivatibime primary endpoint of equivalence of mean hewtuigl content between INTERCEPT
RBCs and conventional RBCs was met within the mitspecified 5g equivalence margin based on o0%8rsiudy RBC components
manufactured. The secondary efficacy endpointsadsoonstrated suitability for transfusion basedrn@an hematocrit of 60.4% (acceptance
range: 55-70%) and mean end of storage hemoly€i28f6 (acceptance range < 0.8%). There were tist&tal differences in the adverse
event rates between recipients of INTERCEPT-treateticontrol RBCs. There were no clinically releMaends in severe or serious treatment
related adverse events by system organ class. G3erv@®d adverse events were within the expectexdrspe of co-morbidity and mortality for
patients of similar age and with advanced cardiowias diseases undergoing cardiovascular surgeuiriag red cell transfusion. No patients
exhibited an immune response to INTERCEPT-treat®@4R Based on the results of this trial, we plafiléofor CE mark approval in the
European Union in the second half of 2016. We ustded that while the acute anemia Phase Il cliriica in Europe may be sufficient to
receive CE mark approval in Europe, a successtiglooue with potentially more safety data in the dngahronic anemia Phase lll clinical
trial may also be required for our red blood cg#item to achieve broad market acceptance. As patralevelopment and chemistry,
manufacturing and control, or CMC, activities, wil weed to complete a numberiofvitro studies, finalize development of the final
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commercial configuration of the red blood cell systand manufacture and validate sufficient quastitif the final red blood cell system prior
to receiving any regulatory approvals in Europe.

United States In December 2014, we announced that our U.S.ePthascovery and lifespan study of red blood celsited with the
INTERCEPT Blood System met its primary endpointfvthe preliminary analysis demonstrating that tgmethan 75% of treated red blood
cells continued to circulate 24 hours followingiiséusion. This randomized, single-blind, controlledilti-center Phase Il clinical trial of the
red blood cell system evaluated 26 healthy subpdiwo clinical trial sites in the United Stat&sch subject received two transfusions of the
subject’s own red blood cells, one INTERCEPT-trdatnd the other a control not treated for pathagenction. Red blood cell units were
stored for 35 days prior to transfusion. The priymamdpoint of the study, a mean INTERCEPT red blosltirecovery of greater than 75% at
24 hours post-transfusion, was met. The INTERCERITbiood cells had a recovery of 83% compared % 8% control red blood cells, and
both INTERCEPT-treated and control red blood calés the criteria for red blood cell recovery recoemuied by the FDA. We plan to
complete certain other prerequisites, as well amtoplete our development and CMC activities amehpéd CE Mark submission, before
proposing a Phase Il clinical trial protocol foetred blood cell system in support of potentiglutatory approval in the United States.

44



