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This presentation contains ñforward-lookingò statements that involve substantial risks and uncertainties. All statements other than 

statements of historical facts contained in this presentation, including statements regarding our future financial condition, business 

strategy, and plans, and objectives of management for future operations, are forward looking statements. These forward-looking 

statements can generally be identified by terminology such as ñbelieve,ò ñwill,ò ñmay,ò ñestimate,ò ñcontinue,ò ñanticipate,ò

ñcontemplate,ò ñintend,ò ñtarget,ò ñproject,ò ñshould,ò ñplan,ò ñexpect,ò ñpredict,ò ñcould,ò ñor potentially,ò or by the negative of these terms 

or other similar expressions. Forward-looking statements appear in a number of places throughout this presentation and include 

statements regarding our intentions, beliefs, projections, outlook, analyses, or current expectations concerning, among other things, 

our ongoing and planned development and clinical trials, the timing of and our ability to make regulatory filings and obtain and maintain 

regulatory approvals for roxadustat, pamrevlumab, and our other product candidates, the potential safety, efficacy, reimbursement, 

convenience, or clinical and pharmaco-economic benefits of our product candidates, including in China, the potential markets for any 

of our product candidates, our ability to develop commercial functions, results of commercial operations, or our ability to operate in 

China, expectations regarding clinical trial data, our results of operations, cash needs, spending of proceeds from our public offerings, 

financial condition, liquidity, prospects, growth, and strategies, the industry in which we operate, and the trends that may affect the 

industry or us.

Forward-looking statements involve known and unknown risks, uncertainties, assumptions, and other factors that may cause our 

actual results, performance, or achievements to be materially different from any future results, performance, or achievements

expressed or implied by the forward-looking statements, including the other risks and uncertainties that are described in the Risk 

Factors section of our most recent annual report on Form 10-K or quarterly report on Form 10-Q filed with the Securities and 

Exchange Commission. Forward-looking statements represent our managementôs beliefs and assumptions only as of the date of this 

presentation. Except as required by law, we assume no obligation to update these forward-looking statements publicly, or to update 

the reasons why actual results could differ materially from those anticipated in the forward-looking statements, even if new information 

becomes available in the future.

Forward-Looking Statements
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Company Overview
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Å~340 US 

Å~250 ex-US

Developing innovative, first-in-class 

medicines for the treatment of chronic 

and life-threatening or debilitating 

conditions

Year End 2020 Cash Guidance

Å$245 million in expected roxadustat milestones between now and 

mid-year 2021
ÅRelated to approvals in the US and EU and first commercial sale in US 

ÅNo debt 

Company Mission Employees

wor ldwide  

~600

mi l l i on

770$ 780-$

Recent Executive Appointments

Å Percy H. Carter, M.B.A., Ph.D.

Chief Scientific Officer

Å Kirk Christoffersen 

Chief Business Officer

Å Mark Eisner, M.D., M.P.H. 

Chief Medical Officer



ROXADUSTAT

First-in-Class Product Programs Addressing 
Significant Unmet Medical Need
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NDD - Non-Dialysis-Dependent

DD - Dialysis-Dependent 

Anemia Associated with 

Chronic Kidney Disease (CKD) 

ÅLaunched in China for both NDD-

CKD and DD-CKD

ÅLaunched in Japan for both NDD-

CKD and DD-CKD

ÅNDA submitted in U.S. for both NDD-

CKD and DD-CKD 

- PDUFA date March 20, 2021

ÅEU MAA for both NDD-CKD 

and DD-CKD submitted 2Q 2020

ÅROW submissions to date include, 

Canada, Mexico, Australia, South 

Korea, and several other countries

Anemia Associated 

with Myelodysplastic 

Syndromes (MDS)

ÅPhase 3 study enrolling

Chemotherapy-Induced 

Anemia (CIA)

ÅPhase 2 study enrollment 

completed



ÅROXADUSTAT ïOral hypoxia-inducible factor prolyl hydroxylase (HIF-PH) inhibitor 

Based on 2019 Nobel Prize-winning science 

ÅIncreases hemoglobin (Hb) by mimicking the bodyôs natural response to low oxygen

ÅStudied for treatment of anemia in Stage 3-5 CKD patients, both on and not on dialysis

Roxadustat: 
Novel, First-in-Class Treatment for CKD Anemia
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2019 Nobel PrizeIn Physiology or Medicine

"for their discoveries of how cells sense and 

adapt to oxygen availability."

Awarded jointly to:

William G. Kaelin Jr. 

Harvard University 

Peter J. Ratcliffe

Francis Crick Institute 

London

Gregg L. Semenza 

Johns Hopkins University 



PAMREVLUMAB

First-in-Class Product Programs Addressing 
Significant Unmet Medical and Patient Need
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Idiopathic Pulmonary Fibrosis 

ÅZEPHYRUS Phase 3 study enrolling

ÅZEPHYRUS-2 Phase 3 study enrolling

Locally Advanced Unresectable Pancreatic Cancer 

ÅLAPIS Phase 3 study enrolling

Duchenne Muscular Dystrophy

ÅLELANTOS (non-ambulatory) Phase 3 study enrolling

ÅPlan to initiate LELANTOS-2 (ambulatory) Phase 3 study 



ÅPAMREVLUMABī Fully humanized monoclonal antibody targeting activity of 

connective tissue growth factor, a central factor in fibrosis and fibroproliferative diseases

Pamrevlumab: 
Innovative Treatment for Fibrosis and Fibroproliferative Disease
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Pamrevlumab
Cellular

Response
Fibrosis

ÅMyofibroblast 
Activation

ÅECM Deposition 
and Remodeling

ÅDe-Differentiation

ÅProliferation

ÅSurvival

ÅMotility and 
Invasion

ÅIPF

ÅDMD

ÅCirrhosis

ÅCardiovascular 
Disease

ÅPancreatic Cancer

ÅSquamous Cell 
Lung Cancer

ÅMelanoma

Cancer
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FibroGen Marketed and Late-Stage Portfolio
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ROXADUSTAT: HIF-PHI PRECLINICAL PHASE 1 PHASE 2 PHASE 3 APPROVED

CKD Anemia 

United States

Europe 

China

Japan

MDS Anemia

United States, Europe 

China (Phase 2/3)

Chemotherapy-Induced Anemia

United States, Europe

PAMREVLUMAB: Anti-CTGF PRECLINICAL PHASE 1 PHASE 2 PHASE 3 APPROVED

Idiopathic Pulmonary Fibrosis

Locally Advanced Pancreatic Cancer

Duchenne Muscular Dystrophy

Wholly OwnedPartneredPartnerships: Astellas: Japan, Europe, Turkey, Russia and the Commonwealth of Independent States, the Middle East and South Africa; 

AstraZeneca: U.S., China, other markets in the Americas and in Australia/New Zealand as well as Southeast Asia



Roxadustat

Anemia



Roxadustat Efficacy Demonstrated in Phase 3 studies

Met primary efficacy endpoint (change in Hb) in individual studies 
and pooled analyses

ÅNDD: Roxadustat was superior to placebo and efficacious regardless of iron-repletion

ÅDD: Roxadustat achieved larger mean Hb increase than epoetin alfa, including in patients with 

inflammation

Lower RBC transfusion risk

ÅNDD: In roxadustat patients compared with placebo

ÅDD: In roxadustat patients compared with epoetin alfa

Other potential benefits

ÅNDD: Reduced LDL cholesterol

ÅNDD: Less decline in eGFR

ÅDD: less IV iron was required in roxadustat arm than in epoetin alfa

Roxadustat Efficacy
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NDD - Non-Dialysis-Dependent

DD - Dialysis-Dependent 



CV Safety Demonstrated in Phase 3 studies

Non-Dialysis

ÅRisk of MACE, MACE+, and all-cause mortality in roxadustat patients comparable to placebo 

patients in the NDD population

Incident Dialysis

ÅRoxadustat patients had 30% lower risk of MACE and 34% lower risk of MACE+ than epoetin alfa

patients, with a trend towards lower all-cause mortality in the ID subpopulation 

Dialysis

ÅRoxadustat patients had a lower risk of MACE+ than epoetin alfa patients

ÅRoxadustat patients had a comparable risk of MACE to epoetin alfa patients

Roxadustat Cardiovascular Safety
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NDD - Non-Dialysis-Dependent

DD - Dialysis-Dependent 



Transformational Oral Anemia Therapy Leveraging Bodyôs Natural 
Response to Hypoxia
ÅSuperiority to ESAs in hemoglobin change from baseline and reduction in risk of blood cell transfusion

ÅCV safety demonstrated in pooled analyses

ÅOvercomes suppressive effects of inflammation on erythropoiesis 

ÅCoordinated erythropoiesis, encompasses iron mobilization, and hepcidin reduction

Advanced by FibroGen from Discovery Through Approval
ÅDialysis-dependent and non-dialysis-dependent CKD patients ïRegistration and Approval

ÅAnemia associated with myelodysplastic syndromes (MDS) ïPhase 3

ÅAnemia associated with chemotherapy induced anemia (CIA) ïPhase 2

Partnered with Astellas and AstraZeneca 
ÅAstellas: Japan, Europe, Turkey, Russia and the Commonwealth of Independent States, the Middle East 

and South Africa

ÅAstraZeneca:  U.S., China, other markets in the Americas and in Australia/New Zealand as well as 
Southeast Asia.

Roxadustat: 
An Innovative Approach to Addressing Anemia 
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6
mill ion

US CKD patients 

have anemia1,2

39
mill ion

adults in the US

have CKD1

of US patients were 

on ESA prior to 

initiating dialysis3

13.6
Only

%

Despite Associated Health Risks, Anemia is Often Left Untreated in 

CKD Non-Dialysis-Dependent (NDD) Patients

CKD Anemia Patients Not On Dialysis are Undertreated
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ÅDelayed referral to nephrologists

ÅInability to treat to a Hb >10 with ESA

ÅInconvenience of ESA administration

ÅInjectable

ÅFrequent office visits to receive therapy

ÅBuy and Bill requirement

ÅPatients not comfortable with ESA self-injections

Sources: 1 Bikbov B et al. Global, regional, and national burden of chronic kidney disease, 1990ï2017: A systematic analysis for the Global Burden of Disease Study 2017. The Lancet 2020; 

395(10225):709ï33 2Stauffer ME, Fan T. Prevalence of anemia in chronic kidney disease in the United States. PLoS ONE. 2014;9(1):e84943. 3United States Renal Data System (USRDS) Annual Data 

Report 2019 estimate as of Year End 2017

Contributing Factors of Undertreatment



Opportunity for Therapies which Overcome the Limitations 
of Current SOC in Dialysis-Dependent Patients
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1United States Renal Data System (USRDS) Annual Data Report 2019 estimate as of Year End 2017

*USRDS Annual Report 2018

DD-CKD Population Continues 

to Grow Globally

ÅIn the US as of Dec 2017 over 520K patients 

are on dialysis vs. 370K in 

Dec 2007 (CAGR 3.4%)1

ÅIn China, over 600K patients are currently on 

dialysis. Double digit growth Y/Y due to rapid 

increase of diabetes and hypertension, the two 

leading causes of CKD.

ÅOver 90% DD-CKD patients require anemia 

therapy

Limitations of Current Anemia 

Standard of Care

ÅMost patients start receiving anemia therapy 

when the dialysis therapy is initiated

ÅLimitations of ESA include:

ÅMajority of patients require supplemental iron

ÅPatients with inflammation are often 

hyporesponsive to ESA

ÅSafety concerns about high ESA dosage 



Roxadustat, A Potential First-in-Class, Orally Administered, 

Small Molecule HIF-PH Inhibitor, Has The Opportunity To 

Revolutionize The CKD Treatment Paradigm

Roxadustat Opportunity in Treatment of CKD Anemia

15Source: 1. Nephrologist survey conducted by Company.  EPO: erythropoietin

Past
Only Option 
was Transfusion

ÅTransfusion was the 

only option when iron 

alone was not enough

Present
Treated as 
EPO Deficiency1

ÅWith supplemental EPO 

combined with extra iron 

supplements for red blood 

cell production

Future
Treat CKD Anemia by 
Enabling the Body to 
Stimulate Coordinated 
Erythropoiesis

ÅActivating HIF pathway has 

the potential to stimulate 

endogenous production of 

red blood cells



Phase 3 CKD Dialysis-Dependent (DD) Pool

D5740C00002 FGCL-4592-064 FGCL-4592-063
DD Pooled

ROCKIES SIERRAS HIMALAYAS

AstraZeneca FibroGen FibroGen Roxa EPO

N=2106 N=741 N=1043 N=1943 N=1947

R 1:1 R 1:1 R 1:1

Correction & 

maintenance Early & 

Stable DD

Maintenance

Early & Stable DD

Correction Study Entry 

w/in 4 mos of dialysis 

initiation (Early)

1.71

Avg PEY

1.92

Avg PEY

Phase 3 CKD Non-Dialysis-Dependent (NDD) Pool

D5740C00001 FGCL-4592-060 1517-CL-0608
NDD Pooled

OLYMPUS ANDES ALPS

AstraZeneca FibroGen Astellas Roxa Placebo

N=2761 N=922 N=594 N=2391 N=1886

R 1:1 R 2:1 R 2:1
1.62

Avg PEY

1.23

Avg PEY

EPO, epoetin alfa; Hb, hemoglobin; PEY, patient exposure year; R, Randomization; Roxa, roxadustat

Roxadustat NDD and DD Program: 
One of the Largest CKD Anemia Clinical Development Programs
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Number of Patients:

4,277

Patient Exposure Years:

6,194

Number of Patients:

3,880

Patient Exposure Years:

7,059



*Historical study patients' baseline Hb & eGFR characteristics in figure is based on approximations from published manuscripts

eGFR, estimated glomerular filtration rate
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Graphic comparison of patients baseline Hb/eGFR of 

roxadustat NDD vs historical studies*
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NDD Roxadustat Program: Evaluation of Anemia Therapy 
in a Broad Range of Patients Not Included in Prior CKD Anemia Trials
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Actual Pooled Treatment 1 for Period

o Placebo + Roxadustat

ARCTOS Mircera (2008)CHOIR (2006)

TREAT (2009) Roxadustat NDD

Roxadustat NDD Patient

Features

Advanced CKD: 42% CKD 5

Low Iron Stores: 40% Non-Iron Replete

Low Mean Baseline Hb: 9.1



*Iron Replete: TSATÓ20% and ferritinÓ100 ng/mL

CI, confidence interval; LS, least squares; SE, standard error

Individual 
Study:

ANDES

ALPS

OLYMPUS

LS mean (95% CI)

1.85 (1.74, 1.97);

P<0.0001

1.69 (1.52, 1.86);

P<0.001

1.35 (1.27, 1.43);

P<0.001

-0.25 0  0.25 0.5 0.75 1 1.25 1.5 1.75

æHb(g/dL)

2  2.25

Hb Change from Baseline to Week 28-52

Studies: ANDES, ALPS, OLYMPUS

Favors Roxadustat

36 40 44 48

NDD (N=4,277): Mean Hb Over Time Up to Week 52 (g/dL)
Hb change to Week 28-52: 1.85 (Roxa) vs 0.13 (Placebo) P<0.001

Roxadustat Placebo

Baseline Hb = 9.1 g/dL
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Primary Efficacy Endpoint (Change in Hb from Baseline to Hb Averaged 

Over Weeks 28-52) was Met in Individual Studies and Pooled Analyses

NDD: Roxadustat is Superior to Placebo, Regardless of 
Baseline Iron Status
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1940 1864 1836 1805 1788 1747 1744 1712 1684 1667 1661 1615 1579 1545 1479 1442 1382 1336 1288

1940 1841 1818 1836 1808 1799 1779 1770 1756 1742 1707 1673 1660 1619 1570 1533 1490 1429 1382

CRP, C-reactive protein; EPO, epoetin alfa

Primary Efficacy Endpoint (Change in Hb from Baseline to Hb Averaged 

Over Weeks 28-52) was Met

DD: Roxadustat Achieved Larger Hb Increase than EPO in 
Individual Studies and Pooled Analyses
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Hb (g/dL) Change from Baseline to Week 28ï52 vs EPO 

Roxadustat 

Active Control

Weeks Since Treatment

11.4

11.2

11

10.8

10.6

10.4

10.2

10

9.8

9.6

9.4

0  2  4  6  8 10 12 14 16 18 20 22 24 28 3226 30 34 36 40 44 48 5238 42 46 50
M

e
a

n
H

b
(g

/d
L

)
Ñ

S
E

Roxadustat Epoetin alfa

æHb= 1.22 (Roxa) vs 0.99 (Epoetin alfa)

P<0.001

DD (N=3857): Mean Hb (g/dL) Over Time

Individual Studies

ROCKIES

HIMALAYAS

SIERRAS

LS Mean Difference

(95% CI)

0.090

(0.010, 0.180) P=0.036

0.00 0.50 1.00

Hb (g/dL)

Favors Roxadustat

0.480

(0.365, 0.591) P<0.001

0.180

(0.079, 0.287) P<0.001

-0.50



ÅRoxadustat achieved higher Hb increase in patients with inflammation (CRP > ULN) 

and in patients without inflammation (CRP Ò ULN), compared to epoetin alfa

ÅLess IV iron was required in roxadustat patients than in patients on epoetin alfa

DD: Roxadustat Efficacious Regardless of Inflammation and 
Requires Less IV Iron than Epoetin Alfa

20IV, intravenous; ULN, upper limit of normal

DD: Less Monthly IV Iron Use in Roxadustat 

Patients Than in Epoetin Alfa Patients
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SIERRAS (064) US-Only Study in Stable Dialysis Patients: 
Roxadustat Efficacy Unaffected by Inflammation and Durable Over Time
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EPO Patients with Inflammation (CRP>ULN) 

Required Higher Doses than Patients Without 

Inflammation (Low CRP), and Avg Dose 

Increased by ~50% Over 52 Weeks

Roxadustat Patients With or Without 

Inflammation Achieved Comparable Hb 

Levels with Comparable Average Doses, 

and Stable Over 52 Weeks
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Roxadustat (hsCRP>ULN) (N=189)

Roxadustat (hsCRPÒULN) (N=177)
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Epoetin Alfa (hsCRP>ULN) (N=176)

Epoetin Alfa (hsCRPÒULN) (N=192)


