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Forward-Looking Statements

Thispresentationcontainsforward-lookingstatementsthat involvesubstantialrisksanduncertainties. All statements,other than
statementsof historicalfacts,containedin this presentationare forward-lookingstatements. ThewordsάŀƴǘƛŎƛǇŀǘŜΣέάōŜƭƛŜǾŜΣέ
άŜǎǘƛƳŀǘŜΣέάŜȄǇŜŎǘΣέάƛƴǘŜƴŘΣέάƳŀȅΣέάǇƭŀƴΣέάǇǊŜŘƛŎǘΣέάǇǊƻƧŜŎǘΣέάǘŀǊƎŜǘΣέάǇƻǘŜƴǘƛŀƭΣέάǿƛƭƭΣέάǿƻǳƭŘΣέάŎƻǳƭŘΣέάǎƘƻǳƭŘΣέ
άŎƻƴǘƛƴǳŜΣέάŎƻƴǘŜƳǇƭŀǘŜΣέάǎŜŜƪΣέάƭƻƻƪŦƻǊǿŀǊŘΣέάŀŘǾŀƴŎŜΣέάƎƻŀƭΣέάǎǘǊŀǘŜƎȅΣέor the negativeof theseterms or other similar
expressionsare intended to identify forward-looking statements,although not all forward-looking statementscontain these
identifying words. Theseforward-looking statements include, among others, statements about: !±9hΩǎgoals and business
strategy,prospects,plansand objectives; the timing, designand resultsof preclinicaland clinicaltrials includingits expectations
regardingthe timing for top line resultsfrom the Phase3 TIVO-3 studyof tivozanibin aRCC, and for providingan update to the
Phase2 portion of the TiNivoStudyof tivozanibandnivolumab(OPDIVO®) in aRCC; the timing andoutcomeof meetingswith and
applicationsto regulatoryauthoritiesby AVEOandits partners; the competitivelandscapefor!±9hΩǎtherapeuticcandidatesand
!±9hΩǎestimatesfor its cashrunway.

Actual results or events could differ materially from the plans, intentions and expectationsdisclosedin the forward-looking
statementsAVEOmakesdue to a number of important factors, includingsubstantialrisksand uncertaintiesrelating to:!±9hΩǎ
ability to successfullyimplement its strategic plans; !±9hΩǎability and the ability of its collaborators,licensees,and other
strategicpartners to successfullydevelop,test and gain regulatoryapprovalof its product candidates,includingits companion
diagnostics; the potential safety,efficacy,tolerability and other benefits of tivozanibas a singleagent or in combinationwith
other therapies; !±9hΩǎability to obtain necessaryfinancingrequired to perform its clinical trials and achieveits other goals;
!±9hΩǎability to establishandmaintainstrategicpartnerships;!±9hΩǎability to obtain and maintain intellectualproperty rights;
!±9hΩǎability,andthe ability of its licensees,to demonstrateto the satisfactionof applicableregulatoryagenciessuchasthe FDA
the safety,efficacyand clinicallymeaningfulbenefit of !±9hΩǎproduct candidates,includingtivozanib; !±9hΩǎability, and the
ability of its licenseesto successfullyenroll and complete clinical trials, including the TIVO-3 and TiNivo trials and maintain
compliancewith all regulatory requirements applicableto its product candidates; competition; !±9hΩǎdependenceon its
strategicpartnersand other third parties; adversegeneraleconomicand industry conditions; and those risksdiscussedin the
sectiontitled άwƛǎƪCŀŎǘƻǊǎέincludedin!±9hΩǎquarterly and annualreports on file with the SECand in other filings that AVEO
maymakewith the SECin the future. All forward-lookingstatementscontainedin this presentationspeakonly asof the date of
this presentation,andAVEOundertakesno obligationto updateanyof thesestatements,exceptasrequiredby law.
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AVEO Oncology

Ch¢L±5!ϰ όǘƛǾƻȊŀƴƛōύ
Most selective VEGF TKI

Three Pillar Strategy
Europe. Approved in 2017

US. TIVO-3 results expected mid-Q4 2018
IO Combination. Encouraging results 

from ongoing Phase 2 in RCC

RCCOpportunity
TKI remains a cornerstone 
of RCC therapy.  Need for 

better tolerated single 
agents/combinations

Pipeline
Multiple oncology and non-

oncology pipeline 
opportunities

Near-term TIVO-3 readout and milestone opportunities, 
Growing European royalty revenues, 

Experienced and fiscally disciplined team  



Multiple Opportunities for Value Creation

Oncology Preclinical Phase 1 Phase 2 Phase 3
Regulatory 

Filing Marketed Partner

Tivozanib
VEGFR 123 TKI

Ficlatuzumab
HGF MAb

AV-203 (CAN017)
ERBB3 MAb

TIVO-1 (1st Line RCC)

TIVO-3 (U.S. Phase 3 Registration Study in 3rd Line RCC)

TiNivo (+Opdivo® RCC)

Approved in EU August 2017

SCCHN (Investigator) 

Pancreatic (Investigator) 

AML (Investigator) 

Esophageal

Non-Oncology

Ocular Form
VEGFR 123 TKI

AV-380
GDF15 MAb

AV-353
Notch 3 MAb

AMD

Cachexia

PAH

Licensable 
NA / EU 
Rights

Seeking 
Partnership 

Seeking 
Partnership 



Executing on FOTIVDA® (tivozanib) 3 Pillar Strategy

MAA Review  

2016 2017 2018 2019 2020

Ph2 Expansion 

Ph1 Data 

Ph1 Tivo+ Opdivo®

EU 
Approval

RCC Potential Ph 2/3 Randomized  
Combination Study

Ph 2 Data 

EU Launch

5

Country Level 
Reimbursement

UK IT DE

FR ES

Composition of matter patent into 2022 with anticipated extension into 2027 for 
both Europe and North America

HCC or CRC Potential 
Ph 1/2 Combo. Study

Tivov. Sorafenib

US Regulatory Decision

NDA Review

Potential NDA Filing
6-9mos

PFS Data/OS Trend  
Estimated mid-Q4 2018



Tivozanib: VEGFR 1, 2 and 3 Tyrosine Kinase Inhibitor

Potent, selective inhibitor of VEGFRs1, 2 and 3 with a long half-life that is 
designed to optimize blockade while minimizing off-target toxicities1,2

1 Nakamura K et al. Cancer Res 2006;66:9134ï9142. 

2 Eskens FA et al. Clin Cancer Res 2011;17:7156ï7163. 
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FOTIVDA® (tivozanib): Proven Activity in 1st Line RCC

Å517 patient, global, randomized Phase 3 in 1st line RCC

ÅFirst H2H RCCpivotal to meet primary PFS endpoint of superiority vs VEGF TKI

ÅOS of 28.2 confounded by crossover; NDA not approved; FDA requested additional study

ÅDemonstrated favorable tolerability profile
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Sorafenib
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0.2

0
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Tivozanib

Tivozanib
N=260

Sorafenib 
N=257

Median 

(95% CI)

11.9 mo

(9.3 ς14.7 mo)

9.1 mo

(7.3 ς9.5 mo)

Hazard ratio: 0.797 

(95% CI: 0.639, 0.993)

p-value = 0.042

* Motzer, et al. JCO Oct 2013; 1st Line TIVO-1 Phase 3 study, tivozanib vs. sorafenib
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FOTIVDA® (tivozanib) Has Low Rates of Toxicities Most 
Troublesome to RCC Patients

Single Agent 

Toxicity

All grade 

(Gr 3/4)

Sutent2

(n=548)

Votrient2

(n=554)

Inlyta3

(n=189)

Nexavar1

(n=257)

Cabometyx4

(Int / poor 

risk pts)

(n=78)

FOTIVDA®

tivozanib1

(n=259)

Hypertension
41% 

(15%)

46% 

(15%)

49%

(14%)

34% 

(18%)

81% 

(28%)

44% 

(27%)

The Most 

Troublesome 

Tolerability 

Effects of 

RCC 

Treatment5

Fatigue
63% 

(17%)

55% 

(10%)

33%

(5%)

16% 

(4%)

86% 

(6%)

19% 

(5%)

Hand-Foot 

Syndrome

50% 

(11%)

29% 

(6%)

26%

(7%)

54% 

(17%)

42% 

(8%)

14% 

(2%)

Diarrhea
57% 

(7%) 

63% 

(9%)

50%

(9%)

33% 

(7%)

72% 

(10%)

23% 

(2%)

1. Motzer, et al. Tivozanib vs sorafenibas initial targeted therapy for patients with mRCC: Results from a Ph3 Trial, JCO 2013 31:30, 3791-3799
2. Motzer, et al. Pazopanib vs sunitinib in metastatic renal-cell carcinoma, N. Engl. J. Med., 369 (2013), pp. 722-731
3. Hutson, et al. LBA 348 GuCS2013 (Ph3 axitinib versus sorafenib in 1st line RCC population)
4. Choueiri, et al. Cabozantinib vs sunitinib as initial targeted therapy for patients with mRCCƻŦ ǇƻƻǊ ƻǊ ƛƴǘŜǊƳŜŘƛŀǘŜ Ǌƛǎƪέ /!.h{¦b ¢ǊƛŀƭΣ W/h нлмсΦтлΦтофу орΣ рфм-597
5. Wong M, et al, J Med Econ 2012, 28 1-10
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Note: Data from separate pivotal studies



FOTIVDA® (tivozanib): Tolerability Translates into Low Rates 
of Dose Reductions and Interruptions
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Dose Reductions
1st Line

Dose Interruptions
1st Line 

FOTIVDA®

1. Motzer, et al. Tivozanib vs sorafenibas initial targeted therapy for patients with mRCC: Results from a Ph3 Trial, JCO 2013 31:30, 3791-3799
2. Sutent US FDA Product Insert
3. Votrient US FDA Product Insert
4. Hutson, et al. LBA 348 GuCS2013 (Ph3 axitinib versus sorafenib in 1st line RCC population)
5. CabometyxUS FDA Product Insert

Nexavar1Votrient3 Sutent2

(tivozanib)
Inlyta4 FOTIVDA®Nexavar1 Votrient3 Sutent2

(tivozanib)
Inlyta4 Cabometyx5Cabometyx5
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Note: Data from separate pivotal studies



TIVO-1: Favorable Therapeutic Index in 1st  Line RCC

1. Motzer, et al. Tivozanib vs sorafenibas initial targeted therapy for patients with mRCC: Results from a Ph3 Trial, JCO 2013 31:30, 3791-3799
2. Motzer, et al. Pazopanib vs sunitinib in metastatic renal-cell carcinoma, N. Engl. J. Med., 369 (2013), pp. 722-731
3. Hutson, et al. LBA 348 GuCS2013 (Ph3 axitinib versus sorafenib in 1st line RCC population)
4. Choueiri, et al. Cabozantinib vs sunitinib as initial targeted therapy for patients with mRCCƻŦ ǇƻƻǊ ƻǊ ƛƴǘŜǊƳŜŘƛŀǘŜ Ǌƛǎƪέ /!.h{¦b ¢ǊƛŀƭΣ W/h нлмсΦтлΦтофу орΣ рфм-597
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+ Efficacy
- Tolerability

+ Efficacy
+ Tolerability
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cabozantinib 
(CABOSUN 

int/poor PS)щ

sunitinib 
(COMPARZ)2

pazopanib 
(COMPARZ)2

axitinib 
(1L Ph3)3

sorafenib 
(TIVO-1)1

tivozanib 
(TIVO-1)1

Safety vs. Efficacy for TKIs in 1st Line RCC

Average of All Grade AE (%) ςFatigue, Diarrhea, and HFS

P
F

S

Note: Data from separate pivotal studies



FOTIVDA® (tivozanib) 
European Commercial Opportunity



ά9ŦŦƛŎŀŎȅΧ
ŦƻǊ ǘƘŜ CƛƎƘǘέ

ά¢ƻƭŜǊŀōƛƭƛǘȅΧ
ǘƻ ǎǘŀȅ ŀ IŜǊƻέ

Approved in the EU
Launched in Austria, Germany, Netherlands, and UK
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Note: Not approved in the US



Initial EU5 Launch Territories: Germany & UK

Å~$200M Market (2017) with 50% of sales from Sutentand Votrient1

ÅDGHO Guidelines updated to include Fotivda (tivozanib)2

Å~$100M Market (2017) with 50% of sales from Sutentand Votrient1

ÅPositive NICE Reimbursement Decision and Launch Announced 2/12/18

ÅTriggered $2M milestone payment from EUSA

1. Decision Resources PharmacorMarket Projections 2018
2. https://www.onkopedia.com/de/onkopedia/guidelines/nierenzellkarzinom-hypernephrom/@@view/html/index.html

* *

*Alphabetical

Parity with Sutent and Votrient 
for 1st line good/intermediate 
prognosis patients

13

or

or

or

or

or

or

or

(low risk) (intermediate risk) (high risk)

https://www.onkopedia.com/de/onkopedia/guidelines/nierenzellkarzinom-hypernephrom/@@view/html/index.html


1st Line RCC Market: Significant Near-Term Commercial 
Opportunity for FOTIVDA® (tivozanib) in Europe

VCURRENT MARKET SIZE: 
Å 18K 1st line treated patients/yr.
Å 1st line sales ~$500M* (85% VEGF)

VCURRENT MARKET LANDSCAPE:
Å Sutent/Votrient dominate (~75%)

VCOMMERCIAL OPPORTUNITY:
Å Demonstrated PFS superiority vs 

TKI in 1st line Phase 3 pivotal study 
Å Favorable tolerability

* Decision Resources Pharmacor Market Projections 2017 (EU5 adjusted by 1.5x to reflect full EU28)

IL-2 7%

mTOR 8%

Other 
VEGF 10%

Votrient 40%
Gaining share due 
to improved 
tolerability

Sutent36%
Long time SOC but 
declining share

Revenue Share of 1st Line RCC
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Cabometyxapproved March 2018 for 
Intermediate/Poor 1st line RCC

FOTIVDA Launched in Austria, Germany, Netherlands, and UK



EUSA Agreement: Back Ended Structure Optimizes 
Post-Approval Economics

Milestone and royalty payments subject to the successful development or commercialization of the product

*Royalty to KHK: EU/ROW payments received by AVEO subject to 30% sublicense revenue obligation
^No sublicense revenue obligation to KHK on R&D Reimbursement, subject to certain limitations

$20M in Potential R&D Reimbursement and 
50% Cost Sharing for I/O Combinations^

Payments Earned to Date
Å$8.5M in Upfront and R&D reimbursement
Å$2M Milestone for UK reimbursement approval
ÅRoyalty revenue with EU launch in Q4 2017

Commercially Focused Milestones & Royalties

ÅTiered royalties range from low double digits to 
mid twenties*

Å$8M milestones for reimbursement approval in 
four outstanding EU5 countries*

Å$335M in tiered commercial milestones based on 
sales thresholds*

Å$23M in milestones based on approvals for 
additional indications and countries* 
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