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Forward-Looking Statements

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

This presentation contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1955 (“PSLRA”) relating to, among other 
things, Rigel’s licensing agreement with Forma Therapeutics Holdings, Inc. ("Forma Therapeutics") and the success thereof; Rigel’s ability to successfully develop 
and commercialize olutasidenib; Rigel’s ability to achieve development, regulatory and commercial milestone and make related milestone payments under its 

agreement with Forma; the potential indications that olutasidenib may affect; further evaluation of reported topline data from the FORWARD trial in patients with 
wAIHA; discussions with the U.S. Food and Drug Administration regarding a path forward in patients with wAIHA; reporting of data from the Company’s Phase 3 
clinical trial of fostamatinib in hospitalized COVID-19 patients; the commercial success of TAVALISSE in the U.S. and TAVLESSE in Europe, including expectations 

related to the potential and market opportunity for fostamatinib as therapeutic for, among other things, wAIHA and COVID-19; the commercialization of 
fostamatinib in international markets; Rigel's ability to further develop its clinical stage and early-stage product candidates and programs including its IRAK1/4 

inhibitor program; and Rigel's partnering efforts.

Any statements contained in this presentation that are not statements of historical fact may be deemed to be forward-looking statements and as such are 
intended to be covered by the safe harbor for “forward-looking statements” provided by the PSLRA. Words such as "potential", "may", "expects", and similar 

expressions are intended to identify these forward-looking statements. These forward-looking statements are based on Rigel's current expectations and 
information available to Rigel on the date of this presentation. Actual results and the timing of events could differ materially from those anticipated in such 

forward looking statements as a result of these risks and uncertainties, which include, without limitation, those risks and uncertainties relating to that the FDA, EMA 
or other regulatory authorities may make adverse decisions regarding olutasidenib; that olutasidenib clinical trials may not be predictive of real-world results or of 
results in subsequent clinical trials; the availability of resources to develop, manufacture and commercialize olutasidenib; market competitions; the satisfaction of 

the conditions to the funding of the term loans under the amended credit agreement with MidCap Financial and Rigel’s ability to maintain (and otherwise 
comply with the covenants in) the amended credit agreement; as well as other risks detailed from time to time in Rigel's reports filed with the Securities and 

Exchange Commission, including its Annual Report on Form 10-K for the year ended December 31, 2021 and Quarterly Report on Form 10-Q for the quarter ended 
June 30, 2022 and subsequent filings. Rigel does not undertake any obligation to update forward-looking statements and expressly disclaims any obligation or 

undertaking to release publicly any updates or revisions to any forward-looking statements contained herein, except as required by law. 

http://www.tavalisse.com/
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Introduction & Highlights
Raul Rodriguez



Rigel Participants

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

Raul Rodriguez Dolly Vance Dave Santos Wolfgang Dummer, 
M.D., Ph.D.

Dean Schorno

President & Chief 
Executive Officer

Executive Vice President,
Corporate Affairs & 

General Counsel

Executive Vice 
President & Chief 

Commercial Officer

Executive Vice 
President & Chief 
Medical Officer

Executive Vice 
President & Chief 
Financial Officer

http://www.tavalisse.com/


Guest KOL and Olutasidenib Trial Investigator 
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! Internationally recognized expert in leukemia
! Olutasidenib Phase 2 clinical trial investigator
! Co-director, International CML Foundation
! Former Deputy Chair for Network, Division of Cancer Medicine 

University of Texas MD Anderson Cancer Center

Jorge E. Cortes, M.D.
Director, Georgia Cancer Center at Augusta University
Cecil F. Whitaker Jr., GRA Eminent Scholar Chair in Cancer



Successfully Executing on Key Value Drivers
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Bottles shipped to patients and clinics continues to grow

Expanded field force accelerating reach among prescribers

Broad commercial coverage with preferred access status on top 3 PBMs

Expanding global reach; Kissei filed NDA in Japan for fostamatinib in chronic ITP; 
licensing agreement with Knight Therapeutics to commercialize TAVALISSE in Latin America

Expanding hematology-oncology portfolio 
with olutasidenib, a potential market-leading 
mIDH1 inhibitor for treatment of R/R AML 
patients

Highly synergistic with Rigel’s existing 
hematology-oncology focused commercial 
infrastructure

PDUFA date: February 15, 2023

wAIHA
Phase 3 FORWARD trial did not meet the 
primary endpoint in overall population; 
Continuing to evaluate data and plan to 
share analysis with FDA to determine path 
forward in wAIHA

COVID-19
Rigel-led Phase 3 clinical trial has 
completed enrollment with 280 patients; 
topline results expected in Q4 2022

RIPK1
Progressing both RIPK1 inhibitor programs 
in collaboration with Lilly; anticipate initial 
Phase 2 study in an immunologic disease 
indication to begin in H1 2023

IRAK1/4
Advancing development of IRAK1/4 
inhibitor program with Phase 1b study in 
lower-risk MDS underway

Grow Sales in ITP (>$2B1 Market Opportunity)

Prepare for Olutasidenib2
Commercialization

Evaluate Fostamatinib in 
wAIHA and COVID-193

Advance 
Pipeline Programs

1Company’s internal estimate based on 2018 sales of ITP therapies used for steroid-refractory patients. 2Investigational compound in AML. 3Investigational compound in wAIHA and COVID-19 indications and has not 
been submitted for FDA review. 3. Please see slides 38 & 39 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

http://www.tavalisse.com/


Expanding Hem/Expanding Hem/OncExpanding Hem/
Portfolio with Portfolio with Portfolio with 
Olutasidenib



Worldwide Licensing Agreement with Forma Therapeutics
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Potential market-leading, selective mIDH1 inhibitor 

Aligns with Rigel’s overall strategy of building a 
commercial portfolio in the hematology-oncology 
area 

If approved, olutasidenib is complementary to our 
existing commercial infrastructure

Robust data seen to date and potential U.S. FDA 
approval in February 2023 with accelerated 
approval

Obtained worldwide licensing agreement from 
Forma Therapeutics to commercialize 
olutasidenib across all indications U.S. FDA accepted NDA for olutasidenib in R/R AML

! PDUFA date: February 15, 2023

Rigel will be responsible for the launch and 
commercialization of olutasidenib in the United States

Attractive terms with low near-term investment
! $2.0M upfront
! $7.5M near-term regulatory milestone and regulatory 

approval
! $10.0M first commercial sale

Additional regulatory and commercial milestone payments 
and tiered royalties on cumulative net sales of olutasidenib
! Regulatory and Development Milestones: $50.0M
! Commercial Milestones: $165.5M
! Tiered Royalties: Low-teens to mid-thirties
! Sublicensing revenue
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Leveraging Our Commercial Infrastructure

Strategy

Analytics 
and 

Insights
Launch 

Planning

Patient Access

Distribution Patient 
Services Reimbursement

Customer Focus

Field Sales Regional 
Marketing

Key 
Accounts
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AML Opportunity

! AML is an aggressive, highly complex 
malignancy typically diagnosed in older 
adults1

! AML will be diagnosed in over 20K patients 
and result in nearly 11.5K deaths in 20222

! 8 new therapies have been approved in 
the US since 2017, including multiple 
targeted therapies for FLT3, IDH2 and 
IDH1mutations

! mIDH1 AML is found in 6-16%3 of AML

! IDH1+ Patients are well-identified, and have 
limited options for treatment, particularly in 
relapsed/refractory disease

mIDH1 AML

Fit (~60%)
Treated with Intensive 

Therapy
Consolidation -> Transplant

No Further 
Treatment

Relapsed or 
Refractory

Unfit (~40%)
Treated with Non-
Intensive Therapy

Relapsed or 
Refractory

No Further 
Treatment

Near-term opportunity to impact 
~1,000 patients with 

relapsed/refractory mIDH1 AML

1Leukemia & Lymphoma Society, Facts About Acute Myeloid Leukemia (AML), December 2019
2 American Cancer Society, Key Statistics for Acute Myeloid Leukemia (AML), 2022
3Am J Hematol. 2015 Aug; 90(8): 732–736



Olutasidenib Potential

HCPs continue to perceive 
a significant unmet need 

in AML, particularly in 
the R/R setting, for 

efficacious targeted 
treatments 

HCPs are concerned 
about survival of R/R AML 

patients, calling for 
therapies that bring even

incremental survival 
improvement

Patients continue to fear 
relapse, and would benefit 

from the peace of mind 
associated with therapies with

longer duration of 
response

HCPs and patients 
both continue to 

seek R/R AML 
therapies with a better 

balance of efficacy 
and toxicity

Despite the availability of existing treatments, stakeholders continue to perceive 
significant unmet needs in IDH1+ R/R AML.
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Launch Planning Underway

Transition 
Begins
(Aug 2, 
2022)

Strategy 
Refinement

(Q3-Q4 
2022)

Launch 
Readiness
(Q4 2022 -
Q1 2023)

PDUFA
(Feb 15, 

2023)
Launch



Jorge E. Cortes, M.D.
Director, Georgia Cancer Center 
at the University of Augusta
Cecil F. Whitaker Jr., GRA 
Eminent Scholar Chair in Cancer

A Clinical Perspective
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Data cutoff = June 18, 2020
a NCT02719574; b Olutasidenib PO given daily over continuous 28-day cycles; c AZA IV or SC given daily on Days 1‒7 of each 28-day cycle; d According to the modified IWG 2003 criteria.

AZA, azacytidine; BID, twice daily; CR, complete remission; CRh, CR with partial hematologic recovery; CRi, CR with incomplete hematologic recovery; DOR, duration of response; HMA, hypomethylating agents; IV, intravenous; 
MDS, myelodysplastic syndrome; MRD, minimal residual disease; ORR, overall response rate; OS, overall survival; PO, per os; R/R, relapsed/refractory; SC, subcutaneous; TN, treatment naïve

Source: Journal of Clinical Oncology 39, no. 15_suppl (May 20, 2021) 7006-7006.

Clinical Study 2102-HEM-101a: Phase 2
STUDY DESIGN

15

Cohort 4: R/R AML/MDS naïve to prior HMA 
and IDH1 inhibitor therapy

Cohort 5: R/R AML/MDS inadequately 
responded to or progressed on prior HMA

Cohort 6: R/R AML/MDS treated previously 
with IDH1 inhibitor monotherapy 

as last prior therapy

Cohort 8: TN AML candidates for AZA as
first-line treatment

Combination Therapy
Olutasidenibb 150 mg BID + AZAc

Cohort 1: R/R AML (N=153)

Cohort 2: AML in CR/CRi but MRD positive

Cohort 3: R/R AML/MDS treated previously 
with IDH1 inhibitor therapy AND standard 

treatments are contraindicated

Cohort 7: TN AML for whom standard 
treatments are contraindicated

Monotherapy
Olutasidenibb 150 mg BID

Study Enrolled a Broad Patient 
Population

Relapsed or 
Refractory Patients

Minimal Residual 
Disease Patients

Treatment Naïve 
“Unfit” Patients

• More than 240 mIDH1+ 
patients enrolled across 
cohorts

• 153 in registrational cohort
• 123 analyzed for efficacy
• Additional 72 combination 

therapy patients reported 
on at ASH, 2021
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Data cutoff = June 18, 2020
a NCT02719574; b Olutasidenib PO given daily over continuous 28-day cycles; c AZA IV or SC given daily on Days 1‒7 of each 28-day cycle; d According to the modified IWG 2003 criteria.

AZA, azacytidine; BID, twice daily; CR, complete remission; CRh, CR with partial hematologic recovery; CRi, CR with incomplete hematologic recovery; DOR, duration of response; HMA, hypomethylating agents; IV, intravenous; 
MDS, myelodysplastic syndrome; MRD, minimal residual disease; ORR, overall response rate; OS, overall survival; PO, per os; R/R, relapsed/refractory; SC, subcutaneous; TN, treatment naïve

Source: Journal of Clinical Oncology 39, no. 15_suppl (May 20, 2021) 7006-7006.

Primary Endpoint: 
CR + CRh rated

Key Secondary Endpoints:
• ORR, DOR, Transfusion 

independence, OS
• Safety

Clinical Study 2102-HEM-101a: Phase 2
STUDY DESIGN

16

Cohort 4: R/R AML/MDS naïve to prior HMA 
and IDH1 inhibitor therapy

Cohort 5: R/R AML/MDS inadequately 
responded to or progressed on prior HMA

Cohort 6: R/R AML/MDS treated previously 
with IDH1 inhibitor monotherapy 

as last prior therapy

Cohort 8: TN AML candidates for AZA as
first-line treatment

Combination Therapy
Olutasidenibb 150 mg BID + AZAc

Cohort 1: R/R AML
(N=153)

Cohort 2: AML in CR/CRi but MRD positive

Cohort 3: R/R AML/MDS treated previously 
with IDH1 inhibitor therapy AND standard 

treatments are contraindicated

Cohort 7: TN AML for whom standard 
treatments are contraindicated

Monotherapy
Olutasidenibb 150 mg BID
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Duration of CR/CRh Response

CR/CRh Response
• Median duration of 

CR/CRh not yet 
reached
• In a sensitivity 

analysis with HSCT 
considered as the 
end of a response, 
the median duration 
was 13.8 months

19Source: Journal of Clinical Oncology 39, no. 15_suppl (May 20, 2021) 7006-7006.

CR/CRh Response
• Median duration of 

CR/CRh not yet reached

• In a sensitivity analysis 
with HSCT considered as 
the end of a response, the 
median duration was
13.8 months
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Grow Sales Grow Sales 
of TAVALISSEof TAVALISSEof TAVALISSE®®® in ITP



25 Please see slides 38 & 39 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

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.

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.



TAVALISSE Q2 2022 Performance 
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Growth vs. Q2 202121%

$18.6M Q2 net 
product sales

Strongest sequential demand growth since 2019 

3rd consecutive quarter to reach 
new launch-to-date high in Bottles 

Shipped to Patients & Clinics
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Expanded sales team with deep hem/onc experience leveraging novel MOA, early line data analysis 
and safety profile in communications
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In-Person Customer Interactions Continued to Grow

More In-person 
interactions vs. Q1 ‘22~30%

Q2 2022 Interactions Trend

In-Person Interactions have grown to

of total 
interactions~75%N
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Potential for Potential for 
TAVALISSE in 
Potential for 
TAVALISSE in TAVALISSE in wAIHA



FORWARD Phase 3 Clinical Trial Results & Next Steps

29 1. Regional post-hoc analysis, Rigel internal data on file; 2. Eastern Europe: Bulgaria, Czech Republic, Russia, Ukraine, Georgia, Belarus, Serbia; 3. Western Europe: Austria, Germany, Spain, France, Italy, Belgium, 
U.K., Netherlands, Norway

Topline Results1

! Study did not meet its primary endpoint to demonstrate a statistically significant difference in durable 
hemoglobin response compared to placebo

o Overall results appear to be negatively impacted by a large placebo response rate in Eastern European2 clinical sites

o In a post-hoc regional analysis1, response rates in US/CAN/AUS and Western European3 clinical trial sites were 
consistently better for fostamatinib vs placebo and we believe show clinically meaningful benefit for wAIHA patients 
in these regions

! Safety profile was consistent with prior clinical experience and no new safety issues were discovered

Next Steps
! Rigel has conducted a large number of additional analyses to better understand the data
! Rigel will share the data with the FDA to determine the path forward in wAIHA



Explore Fostamatinib in Explore Fostamatinib in 
COVID
Explore Fostamatinib in 
COVIDCOVID-
Explore Fostamatinib in Explore Fostamatinib in Explore Fostamatinib in 
COVIDCOVID-19 & Beyond



Seeking to Make a Difference in COVID-19 

31

Compelling scientific rationale supported by external research

Positive readout for NIH/NHLBI-sponsored Phase 2 trial in hospitalized 
patients with COVID-19
! Expanded biomarker data from the Phase 2 trial being presented at ATS 2022

Two ongoing Phase 3 clinical studies:
! Rigel-led Phase 3 clinical trial

! NIH/NHLBI-sponsored ACTIV-4 Host Tissue Phase 3 clinical trial

Need for therapeutics expected to persist even with vaccines

Commercial availability could enable quick access and adoption



Enrollment Completed in Rigel’s Phase 3 Clinical Trial

32 1Standard of care includes any treatments currently in use to treat the underlying disease, or comorbidities associated with COVID-19 (eg, remdesivir). 

Primary Endpoint:
! Number of days on oxygen 

through day 29

Secondary Endpoints:
! Multiple secondary measures 

designed to assess mortality risk, 
patient improvement from severe 
disease, duration of hospitalization 
and safety

! Follow-up through Day 60

Placebo (2x daily for 14 days) 
+ Standard of Care1

N= 140

Fostamatinib (150 mg 2x daily 
for 14 days) + Standard of Care1

N= 140

ARM 2

ARM 1ARM 1

RA
N

DO
M

IZ
ED

 1
:1Hospitalized 

High-Risk 
Patients with 

COVID-19

Ordinal scale
3-6

Enrollment Completed in July with 280 Patients
Topline Data Expected in Q4 2022
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Financials



1 924 total bottles remained in distribution channels as of June 30, 202234

Q2 2022 Financial Highlights

Net product sales:
! $18.6M in Q2 ’22
! $217.4M since launch

Total Bottles shipped:
! 2,053 in Q2 ’22

Q2 ‘22 Bottles:
! 2,054 bottles shipped to 

patients & clinics
! 1 bottle decrease in 

distribution channels1

Net Product Sales ($M) 

$12.7 

$15.0 
$16.3 

$17.8 

$12.4 

$17.1 
$16.0 

$17.6 
$16.2 

$18.6 

Q1'20 Q2'20 Q3'20 Q4'20 Q1'21 Q2'21 Q3'21 Q4'21 Q1'22 Q2'22



2022 2021
Revenues

Net Product Sales 18,550$                        17,053$                        
Contract revenues from collaborations 11,269                           3,713                             
Government contract -                                 5,500                             

Total revenues 29,819                           26,266                           

Costs and expenses:
Cost of product sales 1,036                             129                                
Research and development 14,767                           16,807                           
Selling, general and administrative 26,981                           22,378                           

Total costs and expenses 42,784                           39,314                           
Income (Loss) from operations ( 12,965 )                       ( 13,048 )                       
Interest income 42                                   16                                   
Interest expense ( 569 )                             ( 1,759 )                          
Benefit from (Provision for) income taxes -                                 970                                

Net income (loss) ( 13,492 )$                     ( 13,821 )$                     

Net income (loss) per share, basic ( 0.08 )$                          ( 0.08 )$                          
Net income (loss) per share, diluted ( 0.08 )$                          ( 0.08 )$                          

172,147 170,192

172,147 170,192

Weighted average shares used in computing net 
income (loss) per share, basic

Three Months Ended June 30,

Weighted average shares used in computing net 
income (loss) per share, diluted

Q2 2022 Financial Results
(In thousands, except for per share amounts)

Please see slides 38 & 39 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

! Contract revenues from collaborations 
of $11.3M including:
o $7.5M Kissei collaboration agreement
o $2.0M Knight license agreement
o $1.4M Grifols collaboration agreement
o $0.3M Lilly license agreement

! Cash, cash equivalents & short-term 
investment balance totaled $89.2M as of 
June 30, 2022

! On July 27, 2022, Rigel accessed an 
additional $10M through MidCap
Financial and extended the terms of the 
credit agreement

35

http://www.tavalisse.com/


Forma Therapeutics Licensing Agreement Transaction 
Overview

36

! Attractive terms with low near-term investment:
o $2.0M upfront
o $2.5M near-term regulatory milestone
o $5.0M regulatory approval
o $10.0M first commercial sale

! Additional regulatory and commercial milestone payments and tiered 
royalties on cumulative net sales of olutasidenib
o Regulatory and Development Milestones: $50.0M
o Commercial Milestones: $165.5M
o Tiered Royalties: Low-teens to mid-thirties
o Certain portions of sublicensing revenue



Upcoming Catalysts
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Accelerate TAVALISSE sales with expanded sales force and increased interactions 
as pandemic conditions normalize

Continue to educate on the benefits of early-line use and 5-year durability

Potential approval in Japan in Q4 2022/Q1 2023

FDA decision on NDA February 15, 2023

If approved, Rigel to leverage existing 
hematology-oncology commercial 
infrastructure and capabilities to 
maximize commercial opportunity for 
olutasidenib in R/R AML

wAIHA
Continued to evaluate data from Phase 3 
FORWARD trial and share analysis with FDA 
to determine path forward in wAIHA

COVID-19
Rigel-led Phase 3 clinical trial has 
completed enrollment with 280 patients; 
topline results expected in Q4 2022; submit 
EUA if data is positive

RIPK1
Lilly to initiate the first Phase 2 study in an 
immunologic disease in H1 2023

IRAK1/4
Enroll first patient in R289 Phase 1b/2 study 
in lower-risk MDS

Grow Sales in ITP (>$2B1 Market Opportunity)

Prepare for Olutasidenib2
Commercialization

Evaluate Fostamatinib in 
wAIHA and COVID-193

Advance 
Pipeline Programs

1Company’s internal estimate based on 2018 sales of ITP therapies used for steroid-refractory patients. 2Investigational compound in AML. 3Investigational compound in wAIHA and COVID-19 indications and has not 
been submitted for FDA review. 3. Please see slides 38 & 39 for Important Safety Information. Please visit www.TAVALISSE.com for full prescribing information.

http://www.tavalisse.com/


TAVALISSE® (fostamatinib disodium hexahydrate) Tablets
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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.

Indication and Important Safety Information
Indication

• 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.

Important Safety Information  I  Warnings and Precautions



TAVALISSE® (fostamatinib disodium hexahydrate) Tablets
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• 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.

Important Safety Information (cont.)
Drug Interactions 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-22148

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



