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To the extent that statements contained in this presentation are not descriptions of historical facts regarding Clovis 

Oncology, they are forward-looking statements reflecting the current beliefs and expectations of management. Examples 

of forward-looking statements contained in this presentation include, among others, statements regarding our expectations 

for commercial performance, commercial launches, pace of non-clinical and clinical development, availability of study data 

and submission of regulatory filings. Such forward-looking statements involve substantial risks and uncertainties that could 

cause our future results, performance or achievements to differ significantly from that expressed or implied by the forward-

looking statements. Such risks and uncertainties include, among others, statements regarding our future financial and 

operating performance, business plans or prospects, including expectations concerning our future cash position and future 

revenue expectations, our expectations regarding the impact of COVID-19 on our business operations and results, 

including future revenues, supply and distribution of our clinical trial supplies and commercial product supplies, whether 

future study results will support continued development, the timing of site activation, enrollment and availability of data 

from our clinical trials, the performance of our research and manufacturing partners, the uncertainties inherent in actions 

or decisions by the FDA, the EMA or other regulatory authorities regarding whether to accept or approve drug applications 

that may be filed, including delays or denials of regulatory approvals, clearances or authorizations for applications, as well 

as their decisions regarding drug labeling, reimbursement and pricing. These forward-looking statements speak only as of 

the date hereof. Clovis Oncology does not undertake to update or revise any forward-looking statements. A further 

description of risks and uncertainties can be found in Clovis Oncology’s filings with the Securities and Exchange 

Commission, including its Annual Report on Form 10-K and its reports on Form 10-Q and Form 8-K.

Forward-looking Statements
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Investment Highlights

Oncology 

Focused

A biopharmaceutical company focused on the development and commercialization of innovative 

anti-cancer therapies

Financial 

Resources

Commitment to achieve long-term financial stability

• Increase Rubraca revenues with label expansions

• Reduced R&D spend on Rubraca, new R&D spend dedicated to targeted radionuclide therapy program

• Ongoing cost containment efforts and prudent use of capital

Rubraca:  

Three Phase 3 

Readouts 

During 2022

Oral, small molecule PARP inhibitor approved for multiple indications in the US and Europe

Three Phase 3 readouts anticipated which offer potential for label expansion:

• ATHENA-MONO readout of Rubraca® (rucaparib) as 1LM OC monotherapy 2Q22

• TRITON3 trial in second-line mCRPC 2Q22

• ATHENA-COMBO readout of Rubraca as 1LM OC in combo with Opdivo® (nivolumab) 4Q22

Commitment 

to Targeted 

Radionuclide 

Development

Targeted radionuclide therapeutics represent promising new field of oncology development

• Initial target is fibroblast activation protein, or FAP, shown to be highly expressed in multiple tumor types

• Phase 1/2 LuMIERE study of FAP-2286 enrollment ongoing; initial clinical data expected in 2022

• Ongoing discovery program to identify additional targeted radionuclide development targets

1LM = first line maintenance, OC = ovarian cancer, mCRPC = metastatic castration-resistant prostate cancer, FAP = fibroblast activation protein, I/O = immuno-oncology
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Strategic Overview

Key Strategy Elements

Label expansion to 

drive Rubraca 

revenue growth

Emerge as leader 

in targeted 

radionuclide therapy

Achieve long-term 

financial stability
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Rubraca: Multiple Approved Indications

On 1st January 2021 following BREXIT the EU centralized marketing authorization (MA) was automatically converted to a Great Britain MA for rucaparib. Great Britain covers 

England, Scotland and Wales. Northern Ireland under the Northern Ireland protocol is still covered by the EU centralized MA.

Sources: Rubraca [prescribing information]. Boulder, CO. Clovis Oncology; Rucaparib Summary of Product Characteristics. May 2019. Clovis Oncology, Inc.
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Drive Rubraca Revenue Growth through Label Expansion

*Expected timing of data readout is dependent on the timing of data maturity driven by PFS events; based on a slower than expected PFS event count now 

anticipating data from ATHENA-MONO in Q2 2022

ATHENA clinicaltrials.gov identifier NCT03522246; TRITON3 clinicaltrials.gov identifier NCT02975934

Three topline Phase 3 data readouts expected during 2022

Q2 2022* ATHENA-MONO: 1LM OC 

Q2 2022*     TRITON3: 2L mCRPC

Q4 2022* ATHENA-COMBO: 1LM OC combo w/ Opdivo

Potential to address larger patient populations in earlier lines of therapy in US and Europe
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Rubraca ATHENA Phase 3 Trial: Front-line Ovarian Cancer 

Maintenance Treatment

*Expected timing of data readout is dependent on the timing of data maturity driven by PFS events; based on a slower than expected PFS event count now anticipating 

data from ATHENA-MONO in Q2 2022

INV = investigator assessed, HRD = homologous recombination repair, ITT = intent to treat 

ATHENA clinicaltrials.gov identifier NCT03522246

• The ATHENA study offers two potential new indications in the US and Europe, based on two 

independent data readouts with the ATHENA-MONO data readout anticipated in Q2 2022

ATHENA-MONO Anticipated Top-line 

Data Readout: Q2 2022*

Rubraca monotherapy 

versus placebo front-

line switch 

maintenance

Primary Endpoint:   

PFS per RECIST v1.1 

by INV

HRD+

ITT           

(all-comers)

ATHENA-MONO Population

Rubraca + Opdivo

versus Rubraca 

monotherapy front-

line switch 

maintenance 

Primary Endpoint: 

PFS per RECIST v1.1 

by INV

ITT          

(all-comers)

ATHENA-COMBO Anticipated Top-line 

Data Readout: Q4 2022*

ATHENA-COMBO Population
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Rubraca TRITON3 Phase 3 Trial: Second-line Treatment mCRPC in 

Patients with BRCA and ATM Mutations

*Expected timing of data readout is dependent on the timing of data maturity driven by PFS events.

IRR = independent radiology review 

TRITON3 clinicaltrials.gov identifier NCT02975934

• The TRITON3 study is a confirmatory trial that offers the potential for an additional, earlier-line and 

broader mCRPC indication in the US and an initial mCRPC indication in Europe with data anticipated 

in Q2 2022

Rubraca versus physician’s choice 

(Docetaxel, Zytiga® or Xtandi®) in the 

second-line treatment setting

Primary Endpoint:                      

Radiographic PFS by IRR

BRCA1/2

ITT                       

(BRCA1/2 and ATM)

PopulationTRITON3 

Anticipated Top-Line Data Readout: Q2 2022*
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Therapeutic 

Radionuclide

Targeting Molecule

Targeted Radionuclide Therapy (TRT): Emerging New Therapeutic 

Class of Drugs to Treat Patients with Cancer 

Potential 

to deliver therapeutic 

doses of 

radiation specifically 

to the tumor while 

minimizing delivery of 

radiation to normal 

tissue 

Use of a 

radionuclide suitable 

for imaging allows 

the clinician to see 

where the 

therapeutic agent 

will be delivered

IMAGING:

Seeing What We Treat

THERAPEUTIC:

Treating What We See

Imaging 

Radionuclide

Targeting Molecule

THERANOSTICS

• Targeted radionuclides are created by linking radioactive isotopes to targeting molecules that bind specifically 

to tumor cells or other cells in tumor environment

Sources: Marin et al. RadioGraphics. 2020; Vol. 40, No. 6; National Research Council (US) and Institute of Medicine (US) Committee on State of the Science of 

Nuclear Medicine. Advancing Nuclear Medicine Through Innovation. National Academies Press (US), 2007. 
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FAP-2286 is a Potent and Selective FAP-Targeting Agent with a 

Promising Preclinical Profile for PTRT

• Fibroblast activation protein (FAP) is highly 

expressed in cancer-associated fibroblasts (CAFs)

‒ CAFs found in majority of solid tumors, making FAP 

a potential target in multiple indications 

‒ FAP has limited expression on normal tissues, 

reducing potential for side effects 

• FAP-2286 consists of two functional elements: 

1. A peptide that binds potently and selectively to FAP 

2. A site that can be used to attach radioactive 

isotopes for use in imaging (e.g. Gallium-68; 68Ga) 

or therapeutic (Lutetium-177; 177Lu)

*FAP binding peptide image added for illustrative purposes only. Does not represent actual sequence of FAP lead candidate

PTRT = Peptide-targeted radionuclide therapy

Sources: ESMO 2020, Zboralski et al.; Pure et al. Oncogene. 2018; Fact Sheet: Targeted Radionuclide Therapy and Prostate Cancer 

https://www.snmmi.org/AboutSNMMI/Content.aspx?ItemNumber=12772

FAP Targeting Molecule

Lutetium-177

177Lu-FAP-2286*

https://www.snmmi.org/AboutSNMMI/Content.aspx?ItemNumber=12772
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Cancer-Associated Fibroblasts are an Abundant Component in the 

Tumor Microenvironment of Most Tumors

Cancer-Associated 

Fibroblast (CAF)

Cancer Cell

Fibroblast Activation 

Protein (FAP)

• Cancer-Associated Fibroblasts

‒ One of the most abundant cell types integrated into the tumor microenvironment in the majority of solid tumors

‒ Play an important role in development, growth and metastasis of cancer and response to therapy

‒ Associated with more aggressive disease and poor prognosis

‒ Can suppress the immune response and are associated with anti-PD-(L)1 failure

CAF

Representative IHC Image of a 

FAP-Expressing PDAC Tumor
Tumor Microenvironment

Sources: Sahai E et al. Nat Rev Cancer. 2020;20:174–186; Joshi RS et al. Cancers. 2021;13:1399; Baker AT et al. J Immunol. 2021; 206:310–320

Cancer cell
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Fibroblast Activation Protein is a Pan-Tumor Target Highly 

Expressed in Multiple Indications

• Pan-tumor IHC screen revealed ≥30% of 

samples had high FAP expression*

• FAP expression detected in both primary 

and metastatic samples

– Independent of grade or tumor stage

• FAP expression predominantly localized to 

stroma surrounding tumor cells

– Tumor cell expression observed, primarily 

in cancers of mesenchymal origin

*Fraction FAP-high (H-score ≥30) for each tumor type is shown. Horizontal lines show the median H-score for 

each tumor type; dashed line shows the cutoff for high FAP expression (H-score of 30).

IHC = Immunohistochemistry

Source: AACR-NCI-EORTC 2021, Kwan et al. 

Representative images and H-score results 

for FAP expression
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Anti-tumor Efficacy of 177Lu-FAP-2286 Observed in FAP-Expressing 

Tumor Models

• Single, IV dose of 177Lu-FAP-2286 resulted in statistically significant tumor growth inhibition in two 

different xenograft models: 

– HEK293 cells stably transfected with human FAP (HEK-FAP)

– Sarcoma Sarc4809 patient-derived xenograft model with endogenous FAP expression

Source: ESMO 2020, Zboralski et al. When tumors reached a mean tumor volume of 160±44 mm3 (HEK-FAP) and 187±124 mm3 (Sarc4809), mice (n=10/group) 

were treated with a single dose of the indicated agents. Statistically significant tumor regression was observed at both dose levels of 177Lu-FAP-2286 evaluated in 

the HEK-FAP (P<0.05) and Sarc4809 (P<0.0001) models.
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68Ga-FAP-2286 Named Patient Data: Imaging Shows Encouraging 

Tumor Accumulation and Specificity in Multiple Cancer Indications

• 12 patients selected by 68Ga-FAP-2286 received initial dose of 177Lu-FAP-2286 in late 2019

– n=5 breast cancer, n=5 pancreatic cancer, n=1 rectal carcinoma, n=1 ovarian cancer

• Mean injected dose 177Lu-FAP-2286 4.5±1.4 GBq per cycle

– Clovis-sponsored LuMIERE trial recommended Phase 2 dose expected to be higher 

68Ga-FAP-2286 imaging in additional tumor types

Breast Pancreatic Colorectal

Source: Baum RP. ICPO Foundation Symposium, 2019. Adapted with permission from Dr. Baum.

68Ga-FAP-2286 and 18F-FDG imaging in a 

breast cancer patient

18F-FDG68Ga-FAP-2286
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FAP-2286 LuMIERE Phase 1/2 Trial: Phase 1 Advanced Solid 

Tumors, Phase 2 Expansion Cohorts TBD

ORR = overall response rate, INV = investigator, CR = complete response, PR = partial response

LuMIERE clinicaltrials.gov identifier NCT04939610

• LuMIERE is the first study of a PTRT targeting FAP to enter clinical development

– FAP-2286 labeled with gallium-68 (68Ga-FAP-2286) is being used to identify patients with FAP-expressing 

tumors for treatment in LuMIERE

– Six-week break between dose cohorts to enable adequate safety assessment

– Phase 2 expansion cohorts in multiple tumor types expected to initiate in 2022

PHASE 1 

Evaluate the safety and tolerability 

of 177Lu-FAP-2286 

Primary Objective:                

Determine the recommended 

Phase 2 dose (RP2D)

LuMIERE Phase 1/2 Design

PHASE 2

Expansion Cohorts in multiple 

tumor types

Primary Outcome Measure:     

ORR, INV assessed CR or PR per 

RECIST v1.1
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FAP-2286 Highlights and Upcoming 2022 Milestones

Anticipated Milestones in 2022

• First presentation of LuMIERE Phase 1 data at nuclear medicine-focused meetings

• Initiation of LuMIERE Phase 2 expansion cohorts in multiple tumor types

• Initiation of combination study program 

• First presentation of data from ongoing UCSF IIT Phase 1 imaging study using 68Ga-FAP-2286 at the virtual SNMMI 

mid-Winter meeting in late February 

Highlights to Date

• High FAP expression demonstrated in multiple solid tumors

• Preclinical efficacy observed in multiple xenograft models

• Accumulation in tumors with specificity in multiple cancers shown in initial named patient use experience

• Ongoing Phase 1 study currently enrolling second of five planned dose cohorts

IIT = investigator-initiated trial 

LuMIERE clinicaltrials.gov identifier NCT0493610, UCSF IIT clinicaltrials.gov identifier NCT04621435
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Financial Overview

• $148.8M in Rubraca global net product revenues for 2021, down 10% vs 2020; $36.0M in Rubraca global net product 

revenues for Q4 2021, down 5% vs Q3 2021 and 17% vs Q4 2020

– Product revenues for the year and quarter, respectively, totaled $115.7M and $27.6M in the US and $33.1M and $8.4M ex-

US

• $143.4M in cash and cash equivalents and $27.8M in available funding under the ATHENA financing at December 31, 2021 

– Raised $3.0M in Q4 2021 and $27.2M in Q1 2022 to date in net proceeds through ATM program, with capacity to issue additional 

shares of common stock

• Clovis remains focused on its liquidity position and is committed to raising additional capital in the near term in order to fund 

its operating plan for the next 12 months and beyond

• Net cash used in operating activities for 2021 was $196.1 million, compared with $252.7 million for 2020; net cash used in 

operating activities for Q4 2021 was $41.3M, down from $56.1M in Q4 2020

• Cash used in operating activities does not reflect approximately $9.7M provided to the Company under the ATHENA 

financing

ATM = Clovis’ previously established “at-the-market” equity offering program (the “ATM program”) 
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Investment Highlights

Oncology 

Focused

A biopharmaceutical company focused on the development and commercialization of innovative 

anti-cancer therapies

Financial 

Resources

Commitment to achieve long-term financial stability

• Increase Rubraca revenues with label expansions

• Reduced R&D spend on Rubraca, new R&D spend dedicated to targeted radionuclide therapy program

• Ongoing cost containment efforts and prudent use of capital

Rubraca:  

Three Phase 3 

Readouts 

During 2022

Oral, small molecule PARP inhibitor approved for multiple indications in the US and Europe

Three Phase 3 readouts anticipated which offer potential for label expansion:

• ATHENA-MONO readout of Rubraca® (rucaparib) as 1LM OC monotherapy 2Q22

• TRITON3 trial in second-line mCRPC 2Q22

• ATHENA-COMBO readout of Rubraca as 1LM OC in combo with Opdivo® (nivolumab) 4Q22

Commitment 

to Targeted 

Radionuclide 

Development

Targeted radionuclide therapeutics represent promising new field of oncology development

• Initial target is fibroblast activation protein, or FAP, shown to be highly expressed in multiple tumor types

• Phase 1/2 LuMIERE study of FAP-2286 enrollment ongoing; initial clinical data expected in 2022

• Ongoing discovery program to identify additional targeted radionuclide development targets

1LM = first line maintenance, OC = ovarian cancer, mCRPC = metastatic castration-resistant prostate cancer, FAP = fibroblast activation protein, I/O = immuno-oncology



Back-Up: Clovis Oncology Full Pipeline and Key 

Study Schemas 
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Rubraca ATHENA-MONO and ATHENA-COMBO Phase 3: Front-line 

Ovarian Cancer Maintenance Treatment

PFS = progression-free survival, INV = investigator assessed, HRD = homologous recombination deficiency, ITT = intent to treat

ATHENA clinicaltrials.gov identifier NCT03522246

• Primary endpoint: PFS per RECIST v1.1 by INV

Eligibility

• High-grade disease

• Newly diagnosed

• Response after 

surgery and front-line 

chemotherapy 

treatment

Treat for 24 

months or until 

progression

Randomization

ARM B (n=400) Rubraca + placebo

ARM A (n=400) Rubraca + Opdivo

ARM C (n=100) placebo + Opdivo

ARM D (n=100) placebo + placebo

Analysis

ITT

HRD+

ITT

ATHENA-MONO

ARM A (n=400)          

Rubraca + placebo

ARM D (n=100)           

placebo + placebo 

ATHENA-COMBO

ARM A (n=400)         

Rubraca + Opdivo

ARM B (n=400)          

Rubraca + placebo
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Rubraca TRITON3 Phase 3: Second-line mCRPC Confirmatory 

Study and Label Expansion

mCRPC = metastatic castration-resistant prostate cancer, PFS =  progression free survival, OS = overall survival, ORR = overall response rate, DoR = duration of 

response, CBR = clinical benefit rate , PSA = prostate-specific antigen, PRO = patient reported outcomes, PK =  pharmacokinetics

TRITON3 clinicaltrials.gov identifier NCT02975934

• Primary endpoint: Radiographic PFS independent radiology review (IRR)

Eligibility Treatment

• mCRPC

• ID of a somatic or germline 

alteration in BRCA1, BRCA2 

and ATM

• Disease progression after 

treatment with 1 AR-

signaling directed therapy

• No prior PARP or 

chemotherapy

Physician’s Choice 

(n=133)

Docetaxel (plus 

prednisone) 

OR

Zytiga® (plus prednisone)  

OR

Xtandi®

Rubraca (n=267)

Assessments/Analysis

BRCA1 or BRCA 2

ATM 

Treatment until radiographic 

progression or treatment 

discontinuation for another reason

Optional Crossover to Rubraca 

Treatment Arm
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Phase 1 LuMIERE Advanced Solid Tumors Study Design

Key eligibility criteria:

• Advanced or metastatic 

solid tumor refractory to or 

progressed following prior 

treatment and has no 

satisfactory alternative 

treatment options

• Measurable disease per 

RECIST v1.1

• Adequate bone marrow, 

hepatic, and renal function

• ECOG performance status 

= 0 or 1

• Life expectancy ≥ 6 months

Dose 

Escalation

Study 

(n≤30)

RP2D 

Expansion

Cohort

(n≤20)

177Lu-FAP-2286 IV at RP2D

Assessments:

• Dosimetry

• PK

• Safety & Follow-Up 

(6 weeks)

177Lu-FAP-2286 IV fixed dose 

every 6 weeks

- Maximum of 6 doses 

- Doses range between     

3.7-9.25 GBq (100-250 mCi)

ECOG = Eastern Cooperative Oncology Group; RP2D = recommended phase 2 dose; GBq = gigabecquerel; mCI = millicurie; PK = pharmacokinetics

LuMIERE clinicaltrials.gov identifier NCT04939610

Primary Objectives: To evaluate the safety and tolerability of 177Lu-FAP-2286 and determine the recommended Phase 

2 dose (RP2D)

The trial is being conducted in the US

68Ga-FAP-2286 IV 

tumor uptake by 

PET scan

Positive 

uptake

Positive 

uptake

Assessments:

• Dosimetry

• PK

• Safety & Follow-Up 

(6 weeks)

RP2D

68Ga-FAP-2286 IV 

tumor uptake by 

PET scan


