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Forward-Looking Statement 
These slides contain forward-looking statements, including statements relating to the commercial success of 
TAVALISSE® in the U.S.; Rigel’s efforts to expand fostamatinib use in earlier lines and to expand its salesforce 
in key markets; expectations related to the market opportunity for ITP in the global market, including Rigel's 
ability to grow TAVALISSE sales in the U.S. and global ITP markets; the current and potential impacts of the 
COVID-19 pandemic on Rigel's business and operations; the utility of fostamatinib in other indications, 
including warm autoimmune hemolytic anemia and Rigel’s ability to complete enrollment of trials therefore; 
Rigel’s ability to further its pipeline; the scientific rationale for exploring use of fostamatinib to treat COVID-19 
and related conditions; Rigel’s partnering efforts; and, Rigel’s expected operating results for the quarter 
ending as of March 31, 2020, including net sales and cash, cash equivalents and short-term investments.

Any statements contained in these slides that are not statements of historical fact may be deemed to be 
forward-looking statements. Words such as "anticipates," "plans," "intends," "expects,” “potential,” “believes” 
and similar expressions are intended to identify these forward-looking statements. These forward-looking 
statements are based on Rigel's current expectations and involve risks and uncertainties.

There are a number of important factors that could cause Rigel's results to differ materially from those 
indicated by these forward-looking statements, including risks associated with the timing and success of 
clinical trials and other risks detailed in Rigel's SEC reports, including its Annual Report on Form 10-K for the 
year ended December 31, 2019, and subsequent filings with the SEC, including its Quarterly Report on Form 
10-Q for the quarter ended March 31, 2020. Rigel expressly disclaims any obligation or undertaking to 
update the forward-looking statements discussed in this presentation.

Please see www.TAVALISSE.com for Important Safety Information and full prescribing information.2

http://www.tavalisse.com/
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Raul Rodriguez



5 *A complete overview of Rigel’s response to COVID-19 can be found in the company’s Form 10-Q for the quarter ended March 31, 2020, which is filed with the SEC.

Rigel Response to COVID-19*

In these extraordinary times, the entire team at Rigel hopes that you and your 
families remain safe and healthy. Importantly, we would like to thank all of the 

healthcare workers for their selfless efforts that are absolutely vital. 

• Primary goal is to ensure the health and safety of our employees and patients

• Taking action across all business areas to enable continued execution of our 
strategy amid these challenging conditions

• Monitoring the impact on our business going forward and will continue to adapt 
to the environment, providing updates as necessary
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$95.9 million in cash at end of Q1Financial Position
1Investigational compound in this indication and has not been submitted for FDA review. 2 Grifols, S.A. is Rigel’s collaborative partner in Europe and will market fostamatinib under the name 
TAVLESSE®. Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

• Support exploration of 
TAVALISSE in COVID-19 
pneumonia and related 
conditions, as well as non-
COVID-19 indications

• Seek co-development /
co-promotion agreement(s)
to advance RIP1 and 
IRAK1/4 programs

• Recognized $43.1M 
collaboration revenue in 
Q1 upon EU approval of 
fostamatinib

• Grifols2 plans to make 
product available to 
patients in Q2 ‘20

• $12.7M Q1 net product 
sales; 57% year over year 
increase

• 1,398 bottles shipped to 
patients and clinics

• 41 patients enrolled in 
pivotal Phase 3 study

• Ongoing interactions with 
FDA

Executing on Key Value Drivers

Capture value in 
global ITP market

Grow TAVALISSE®

sales in U.S. ITP
Capitalize on 

wAIHA1 Opportunity
Expand Pipeline 

Programs

Transitioning efforts to virtual approach amid COVID-19 Pandemic

http://www.tavalisse.com/


Grow TAVALISSE®

sales in U.S. ITP
Capitalize on 

wAIHA3 Opportunity
Capture value in 
global ITP market

Expand Pipeline 
Programs

7
1Company’s internal estimate based on 2018 sales of ITP therapies used for steroid-refractory patients. 2DelveInsight Research “Warm Autoimmune Hemolytic Anemia [wAIHA] – Market 
Insight, Epidemiology, and Market Forecast”. 3Investigational compound in this indication and has not been submitted for FDA review. Please see slides 23 & 24 for Important Safety 
Information. Please visit www.TAVALISSE.com for full prescribing information.

$1.1B
Market 

Opportunity1

$900M
Market 

Opportunity1

$1B
Potential Market 

Opportunity2

Substantial
Market

Opportunity

Executing on Key Value Drivers
Initial target markets for TAVALISSE have over $3B of potential value

http://www.tavalisse.com/


Commercial
Tarek Sallam



Kinase inhibitor indicated for the treatment of thrombocytopenia in adult 
patients with chronic immune thrombocytopenia (cITP) who have had an

insufficient response to a previous treatment.

Select Important Safety Information
Adverse Reactions
• Serious adverse drug reactions in the ITP double-blind studies were febrile neutropenia, diarrhea, pneumonia, and hypertensive crisis, which occurred in 1% of TAVALISSE 

patients. In addition, severe adverse reactions occurred including dyspnea and hypertension (both 2%), neutropenia, arthralgia, chest pain, diarrhea, dizziness, nephrolithiasis, 
pain in extremity, toothache, syncope, and hypoxia (all 1%).

• Common adverse reactions (≥5% and more common than placebo) from FIT-1 and FIT-2 included: diarrhea, hypertension, nausea, dizziness, ALT and AST increased, respiratory 
infection, rash, abdominal pain, fatigue, chest pain, and neutropenia.

Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.
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http://www.tavalisse.com/


Progress Continues
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Net Product Sales Bottles Shipped to 
Patients & Clinics

Persistency Rate

Q1 2020: $12.7M

Q1 2019: $8.1M

57%

Q1 2020: 1,398

Q4 2019: 1,422
~54%

Y/Y GROWTH

Refill rate at 4 months

Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

http://www.tavalisse.com/
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Supporting TAVALISSE Virtually

Virtual resources to support 
remote engagements with HCPs

• 1:1 meetings with physicians

• In-services:
‒ New prescriber on-boarding
‒ Existing prescriber support

• Remote sampling

• Peer-to-peer speaker programs

Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

http://www.tavalisse.com/
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Focused on Large Potential Opportunity

1 ASH 2019 Poster Presentation: Enhanced Responses to Fostamatinib as Second-Line Therapy and in Persistent Immune Thrombocytopenia (ITP) Patients, ASH 2019 Poster Presentation
2 First-line therapy: steroids with or without immunoglobulins. Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

• >75% of the addressable market is 
comprised of 2L and 3L therapy

• Majority of TAVALISSE sales to date have 
been 4L/5L+
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Patient Population by Line of Therapy

• Increase awareness of 2L post-hoc data 
analysis utilizing new tools and materials

• AEs in 2L subgroup were consistent with those 
treated with TAVALISSE in placebo-controlled 
trials

78%

47%

2L
(n=32)

≥3L
(n=113)

Re
sp
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se

 R
a

te

Overall Response (>50,000/µL at any visit) by 
line of therapy1,2

http://www.tavalisse.com/


Clinical Development
Wolfgang Dummer, MD, PhD



Executing TAVALISSE Phase 3 in Warm AIHA1
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Enrollment Progress
• 41 patients currently randomized
• Enrollment temporarily postponed at a majority of sites 

due to COVID-19
• Expect to regain momentum quickly and efficiently when 

conditions normalize given >80 trial sites in 22 countries

1Investigational compound in this indication and has not been submitted for FDA review
Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information

FDA Interaction
• Added incremental study power by increasing enrollment to 90 patients
• Finalizing durability measure – expected to set standard for endpoints in future 

trials

http://www.tavalisse.com/


Adapting Phase 3 Trial to Current Environment
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• FDA recently provided guidance for clinical trial 
conduct

• Local blood draws, lab analysis, and virtual study 
visits considered acceptable

• Focus on complete and robust data set

Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

Trial Conduct 
During COVID-19 

Pandemic

Maintain Potential 
First-mover 
Advantage 

• Only molecule in Phase 3 pivotal trial for warm AIHA
• Existing familiarity and experience within target HCP 

audience
• Other ongoing clinical trials likely similarly affected 

by the pandemic

http://www.tavalisse.com/
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Expanding Pipeline of Immunology Programs

IRAK1/4 Inhibitor Program

• R8351, only dual inhibitor of 
IRAK1 and IRAK4

• Shown, preclinically, to 
block inflammatory 
cytokine production in 
response to TLR and IL-1R 
family signaling

• Phase 1 demonstrated 
favorable PK characteristics 
and Proof-of-Mechanism

RIP1 Inhibitor Program

• Multiple ascending 
dose stage for R5521

(systemic molecule) in 
healthy volunteers 
completed

• Demonstrated 14 hour
half life  

• Plan to select a CNS 
RIP1 inhibitor for clinical 
studies

SYK Inhibitor Program

• Exploring potential of 
TAVALISSE1 (fostamatinib) 
in COVID-19 related 
ARDS

• Continue to evaluate 
next indication for 
clinical trial with 
TAVALISSE

• Benefit from expected 
exclusivity until 2032

1Investigational compound in this indication and has not been submitted for FDA review
Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information

http://www.tavalisse.com/


TAVALISSE Potential in COVID-19 Pneumonia and ARDS1
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1Investigational compound in this indication and has not been submitted for FDA review 2Fu Y. et al. Understanding SARS-CoV-2-Mediated Inflammatory Responses: From Mechanisms to Potential Therapeutic 
Tools. Virologica Sinica. March 3, 2020 3Nadeem A. et al. Inhibition of spleen tyrosine kinase signaling protects against acute lung injury through blockade of NADPH oxidase and IL-17A in neutrophils andγδ T cells 
respectively in mice. International Immunopharmacology 68 (2019) 39–47. 4www.cdc.gov. Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information

• COVID-19 pneumonia may progress 
to acute respiratory distress 
syndrome (ARDS) and is responsible 
for ~50%4 of patient deaths

• SYK pathway plays known role in 
mediating cytokines release in 
response to the COVID-19 virus2

• SYK-inhibition and anti-inflammatory 
properties of TAVALISSE provide 
rationale to explore potential to 
treat patients with COVID-19 and 
related conditions

SYK Mediates Aspects of COVID-19 Pathogenesis2,3

http://www.tavalisse.com/


18

R406 (SYKinhib)
• Active metabolite of fostamatinib (TAVALISSE), inhibits SYK-signaling pathway
• Ameliorates murine ARDS induced by LPS challenge in the lungs

18

R406 (SYK Inhibitor) in LPS-induced Murine Model1,2

1Braselmann S. et al. R406, an orally available spleen tyrosine kinase inhibitor blocks fc receptor signaling and reduces immune complex-mediated inflammation. J Pharmacol Exp Ther. 2006 
Dec;319(3):998-1008. Epub 2006 Aug 31 2 Nadeem A. et al. Inhibition of spleen tyrosine kinase signaling protects against acute lung injury through blockade of NADPH oxidase and IL-17A in 
neutrophils and γδ T cells respectively in mice. International Immunopharmacology 68 (2019) 39–47 

Histopathological examination through H&E 
staining of the lung sections (×100)

Survival rate in different groups at the end of five-
day period represented as Kaplan-Meier curves



Financials
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Q1 2020 Financial Highlights
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 Q2 '18  Q3 '18  Q4 '18  Q1 '19  Q2 '19  Q3 '19  Q4 '19  Q1 '20

1 591 total bottles remained in distribution channels at March 31, 2020.
Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information

LTD Net Product Sales ($M) 

• $12.7M in net product sales

• $70.4M in net product sales since 
launch

• 1,393 total bottles shipped
‒ 1,398 shipped to patients & 

clinics
‒ 5 bottle decrease in distribution 

channels1



Q1 2020 Financial Results
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• Contract revenues of 
$43.1M, consisting primarily 
of revenue recognized from 
the upfront fee that is no 
longer repayable to Grifols 
and $20.0M milestone 
payment for EU approval

• Cash & short-term 
investment balance totaled 
$95.9M as of March 31, 2020 

• In May 2020, accessed $10.0 
million tranche from $60.0 
million term loan credit 
facility. Have access to an 
additional $40.0 million 
subject to the achievement 
of certain conditions

Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

Three Months Ended March 31,

(In thousands, except for per share amounts, unaudited) 2020 2019

Revenues:
Product sales, net $         12,680 $           8,054 
Contract revenues from collaborations 43,081 4,570 
Total revenues 55,761 12,624 

Costs and expenses:

Cost of product sales 155 107 
Research and development  16,149 10,949 
Selling, general and administrative 18,430 19,946 

Total costs and expenses 34,734 31,002 
Loss from operations 21,027 (18,378)
Interest income 358 780 
Interest expense (142) —
Net income (loss) $         21,243 $       (17,598)
Net income (loss) per share, basic and diluted $             0.13 $           (0.11)

http://www.tavalisse.com/
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• Support exploration of 
TAVALISSE in COVID-19 
pneumonia and related 
conditions, as well as non-
COVID-19 indications

• Seek co-development / co-
promotion agreement(s)to 
advance RIP1 andIRAK1/4 
programs

• Select CNS molecule for 
RIP1 program

• Increase use in earlier 
lines of therapy

• Leverage virtual sales 
platform

• As COVID-19 conditions 
normalize, plan to 
regain enrollment 
momentum quickly and 
efficiently in the existing 
>80 trial sites in 22 
countries

• Maintain potential first-
mover advantage

Anticipated Upcoming Milestones for Key Value Drivers

Capitalize on wAIHA1

Opportunity 
Capture value in 
global ITP market

Expand Pipeline 
Programs

Grow TAVALISSE®

sales in U.S. ITP

• Grifols2 plans to make 
product available to 
patients in Q2 ‘20

• Germany will be initial 
market in the EU

1Investigational compound in this indication and has not been submitted for FDA review. 2 Grifols, S.A. is Rigel’s collaborative partner in Europe and will market fostamatinib under the name 
TAVLESSE®. Please see slides 23 & 24 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

Leverage talented team and valuable assets to navigate uncertain and challenging times 

http://www.tavalisse.com/


TAVALISSE® (fostamatinib disodium hexahydrate) Tablets
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Indication and Important Safety Information

Indication
TAVALISSE® (fostamatinib disodium hexahydrate) tablets is indicated for the treatment of thrombocytopenia in adult patients with 
chronic immune thrombocytopenia (ITP) who have had an insufficient response to a previous treatment.

Important Safety Information
Warnings and Precautions
• Hypertension can occur with TAVALISSE treatment. Patients with pre-existing hypertension may be more susceptible to the hypertensive effects. Monitor 

blood pressure every 2 weeks until stable, then monthly, and adjust or initiate antihypertensive therapy for blood pressure control maintenance during 
therapy. If increased blood pressure persists, TAVALISSE interruption, reduction, or discontinuation may be required.

• Elevated liver function tests (LFTs), mainly ALT and AST, can occur with TAVALISSE. Monitor LFTs monthly during treatment. If ALT or AST increase to >3 x 
upper limit of normal, manage hepatotoxicity using TAVALISSE interruption, reduction, or discontinuation.

• Diarrhea occurred in 31% of patients and severe diarrhea occurred in 1% of patients treated with TAVALISSE. Monitor patients for the development of 
diarrhea and manage using supportive care measures early after the onset of symptoms. If diarrhea becomes severe (≥Grade 3), interrupt, reduce 
dose or discontinue TAVALISSE.

• Neutropenia occurred in 6% of patients treated with TAVALISSE; febrile neutropenia occurred in 1% of patients.  Monitor the ANC monthly and for 
infection during treatment. Manage toxicity with TAVALISSE interruption, reduction, or discontinuation.

• TAVALISSE can cause fetal harm when administered to pregnant women. Advise pregnant women the potential risk to a fetus. Advise females of 
reproductive potential to use effective contraception during treatment and for at least 1 month after the last dose. Verify pregnancy status prior to 
initiating TAVALISSE. It is unknown if TAVALISSE or its metabolite is present in human milk. Because of the potential for serious adverse reactions in a 
breastfed child, advise a lactating woman not to breastfeed during TAVALISSE treatment and for at least 1 month after the last dose.



TAVALISSE® (fostamatinib disodium hexahydrate) Tablets
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Important Safety Information (cont.)
Drug Interactions
• Concomitant use of TAVALISSE with strong CYP3A4 inhibitors increases exposure to the major active metabolite of TAVALISSE (R406), which may increase 

the risk of adverse reactions. Monitor for toxicities that may require a reduction in TAVALISSE dose.

• It is not recommended to use TAVALISSE with strong CYP3A4 inducers, as concomitant use reduces exposure to R406.

• Concomitant use of TAVALISSE may increase concentrations of some CYP3A4 substrate drugs and may require a dose reduction of the CYP3A4 
substrate drug.

• Concomitant use of TAVALISSE may increase concentrations of BCRP substrate drugs (eg, rosuvastatin) and P-Glycoprotein (P-gp) substrate drugs (eg, 
digoxin), which may require a dose reduction of the BCRP and P-gp substrate drug.

Adverse Reactions
• Serious adverse drug reactions in the ITP double-blind studies were febrile neutropenia, diarrhea, pneumonia, and hypertensive crisis, which occurred in 

1% of TAVALISSE patients. In addition, severe adverse reactions occurred including dyspnea and hypertension (both 2%), neutropenia, arthralgia, chest 
pain, diarrhea, dizziness, nephrolithiasis, pain in extremity, toothache, syncope, and hypoxia (all 1%). 

• Common adverse reactions (≥5% and more common than placebo) from FIT-1 and FIT-2 included: diarrhea, hypertension, nausea, dizziness, ALT and 
AST increased, respiratory infection, rash, abdominal pain, fatigue, chest pain, and neutropenia.

Please see http://www.tavalisse.com/ for full Prescribing Information

To report side effects of prescription drugs to the FDA, visit http://www.fda.gov/medwatch
or call 1-800-FDA-1088 (1-800-332-1088)
TAVA_ITP-20084

http://www.tavalisse.com/
http://www.fda.gov/medwatch

