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Item 8.01 Other Events.

Syndax Pharmaceuticals, Inc. (the “Company”) recently issued several press releases and held an investor event during the 65th American Society of 
Hematology (“ASH”) Annual Meeting in San Diego, California, all of which provided updates on the Company’s clinical programs. On December 10, 
2023, the Company, along with Incyte Corporation, issued a press release announcing additional data from the Company’s positive AGAVE-201 trial at the 
ASH plenary session showing axatilimab efficacy including durable responses in chronic graft-versus-host disease. On December 11, 2023, the Company 
issued a press release announcing positive data for revumenib in patients with acute leukemias from the BEAT AML, SAVE AML and AUGMENT-102 
Phase 1 combination trials. On December 12, 2023, the Company issued a press release announcing positive data from the pivotal AUGMENT-101 trial of 
revumenib in relapsed/refractory KMT2Ar acute leukemia, which was presented at a late-breaking oral presentation during the ASH Annual Meeting. 
Copies of the press releases are filed herewith as Exhibits 99.1, 99.2 and 99.3, respectively, and are incorporated by reference herein. A copy of the 
presentation used at the ASH 2023 Investor Event can be accessed by visiting the Company’s investor page at ir.syndax.com.
 

Item 9.01 Financial Statements and Exhibits.

Exhibit No.  Description
99.1  Press Release, dated December 10, 2023
99.2  Press Release, dated December 11, 2023
99.3  Press Release, dated December 12, 2023
104  Cover Page Interactive Data File (embedded within the Inline XBRL document)
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hereunto duly authorized.
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Date: December 12, 2023 By: /s/ Michael A. Metzger
   Michael A. Metzger
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Incyte and Syndax Present Additional Data from Positive AGAVE-201 Trial at ASH Plenary Session Showing 
Axatilimab Efficacy Including Durable Responses in Chronic Graft-Versus-Host Disease

 
 Trial met its primary endpoint across all dose cohorts with 74% of patients at the 

 0.3 mg/kg dose achieving a complete or partial response within the first six months 
 of treatment 

 
 Data are featured in the Plenary Scientific Session at the 65th American Society of Hematology Annual Meeting 2023

 
 Incyte and its partner Syndax expect to file a Biologics License Application (BLA) for axatilimab by year-end 2023

 
WILMINGTON, Del. and WALTHAM, Mass. – December 10, 2023 – Incyte (Nasdaq:INCY) and Syndax Pharmaceuticals 
(Nasdaq:SNDX) today announced the full results from the pivotal Phase 2 AGAVE-201 trial of axatilimab, an anti-CSF-1R antibody, in adult 
and pediatric patients with refractory chronic graft-versus-host disease (GVHD) who had received at least two prior lines of systemic therapy. 
These data are featured today in the Plenary Scientific Session (Abstract #1) at the 65th American Society of Hematology Annual Meeting 
2023 (ASH 2023), held December 9-12, 2023 in San Diego and virtually. 
 
The results, which build on previously announced topline data, show that the trial met the primary endpoint across all cohorts receiving 
axatilimab, at doses of 0.3 mg/kg every two weeks, 1.0 mg/kg every two weeks and 3.0 mg/kg every four weeks. Patients who received 
axatilimab at 0.3 mg/kg every two weeks achieved the highest overall response rate (ORR) of 74% within the first six months of treatment 
(95% CI; 63-83). Patients in this cohort experienced a median time to response to axatilimab of 1.7 months (0.9-8.1), and 60% of patients 
maintained a response at 12 months (measured from first response to new systemic therapy or death, based on the Kaplan Meier estimate). 
The recommended dose of axatilimab for future trials in chronic GVHD is 0.3 mg/kg every two weeks. 
 
“The data presented today at ASH represent a significant step forward in expanding the treatment options for patients with refractory chronic 
GVHD,” said Pablo J. Cagnoni, M.D., President and Head of Research and Development, Incyte. "An unmet need remains for treatments that 
are well tolerated and efficacious for patients with refractory chronic GVHD, and the data presented today show that axatilimab could 
provide a valuable option. We look forward to working with our partners at Syndax as we move axatilimab towards regulatory filing.”
 
The AGAVE-201 trial also met key secondary endpoints in the 0.3 mg/kg dose, with 55% of patients achieving a ≥7-point improvement in 
the modified Lee Symptom Scale (mLSS) score. Organ-specific responses, including complete responses (CRs), were seen across all organs 
involved at baseline, including lower gastrointestinal (GI), upper GI, esophagus, joints/fascia, mouth, lungs, liver, eyes and skin. 
Additionally, responses were notable in fibrosis-dominated organs, including the esophagus (78.2%), joints and fascia (76.4%), lungs 
(47.1%) and skin (26.6%).
 



 
 
“The additional positive data from AGAVE-201 further strengthen axatilimab’s strong safety and efficacy profile as a well-differentiated 
treatment option for patients with refractory chronic GVHD,” said Michael A. Metzger, Chief Executive Officer of Syndax. "As a potentially 
first-in-class anti-CSF-1R antibody targeting inflammation and fibrosis through the inhibition of disease associated macrophages, we have 
more conviction than ever that axatilimab is poised to transform the treatment paradigm for chronic GVHD. Axatilimab has the potential to 
positively impact patients with this devastating disease and we are working diligently with Incyte to bring this agent to market.”
 
The AGAVE-201 pivotal trial enrolled 241 patients with relapsed and refractory cGVHD who had received two or more prior systemic 
therapies, with 74% having previously received ruxolitinib, 31% having previously received ibrutinib and 23% having previously received 
belumosudil. Patients were enrolled across 121 sites in 16 countries. 
 
The most common treatment-emergent adverse events (TEAEs) were consistent with the on-target effects of CSF-1R inhibition and with 
what was previously observed with axatilimab treatment. TEAEs in greater than 20% of patients in the overall population (n=239) include 
increases in aspartate aminotransferase, blood creatine phosphokinase, lipase, lactate dehydrogenase and alanine aminotransferase. 
 
In the overall trial population, 33% of patients experienced at least one grade ≥3 TEAE, with 15.5% experiencing adverse events leading to 
discontinuation of treatment. For patients who received axatilimab at 0.3 mg/kg (n=79), grade ≥3 TEAEs occurred in 17.7% of patients, with 
6.3% experiencing TEAEs leading to discontinuation of treatment. 
 
“Approximately 50% of chronic GVHD patients are refractory to first-line treatment and 25% of patients require at least four lines of 
treatment, representing a great need for additional effective treatment options,” said Daniel Wolff, M.D., Ph.D., Head, Senior Physician, and 
Professor at University Hospital Regensburg. "Full results from the AGAVE-201 trial show rapid durable responses documented in all organs 
and patient subgroups, with significant symptom burden reduction reported by most of these heavily-pretreated patients. I am pleased that the 
results of the AGAVE-201 trial showed potential advances for patients who had not responded to previous lines of treatments and look 
forward to further research to underscore the efficacy of axatilimab in patients with chronic GVHD.”
 
Based on these results and pending agreement from the U.S. Food and Drug Administration (FDA), Syndax and Incyte expect to submit a 
Biologics License Application (BLA) to the FDA by year-end 2023.
 
About Chronic Graft-Versus Host Disease
Chronic graft-versus-host disease (GVHD), an immune response of the donor-derived hematopoietic cells against recipient tissues, is a 
serious, potentially life-threatening complication of allogeneic hematopoietic stem cell transplantation which can last for years. Chronic 
GVHD is estimated to develop in approximately 40% of transplant recipients, and affects approximately 14,000 patients in the U.S.,. Chronic 
GVHD typically manifests across multiple organ systems, with skin and mucosa being commonly involved, and is characterized by the 
development of fibrotic tissue.
 
About Axatilimab
Axatilimab is an investigational monoclonal antibody that targets colony stimulating factor-1 receptor, or CSF-1R, a cell surface protein 
thought to control the survival and function of monocytes and macrophages. In pre-clinical models, inhibition of signaling through the CSF-1 
receptor has been shown 
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to reduce the number of disease-mediating macrophages along with their monocyte precursors, which has been shown to play a key role in 
the fibrotic disease process underlying diseases such as chronic graft-versus-host disease (GVHD) and idiopathic pulmonary fibrosis (IPF). 
Phase 1/2 data of axatilimab in chronic GVHD demonstrating its broad activity and tolerability were last presented at the 63rd American 
Society of Hematology Annual Meeting and data were published in the Journal of Clinical Oncology. Additionally, positive topline results 
from the Phase 2 AGAVE-201 trial showing the trial met its primary endpoint were recently announced. Axatilimab was granted Orphan 
Drug Designation by the U.S. Food and Drug Administration for the treatment of patients with chronic GVHD and IPF. In September 2021, 
Syndax and Incyte entered into an exclusive worldwide co-development and co-commercialization license agreement for axatilimab. 
Axatilimab is being developed under an exclusive worldwide license from UCB entered into between Syndax and UCB in 2016.
 
About AGAVE-201
The global Phase 2 AGAVE-201 dose-ranging trial evaluated the efficacy, safety, and tolerability of axatilimab in 241 adult and pediatric 
patients with recurrent or refractory active chronic GVHD whose disease had progressed after two prior therapies. Patients were randomized 
to one of three treatment groups that investigated a distinct dose of axatilimab administered at 0.3 mg/kg every two weeks, 1.0 mg/kg every 
two weeks or 3.0 mg/kg every four weeks. The trial's primary endpoint is the proportion of patients in each dose group who achieved an 
objective response as defined by 2014 NIH Consensus Criteria for chronic GVHD by cycle 7 day 1. Secondary endpoints include duration of 
response, percent reduction in daily steroids dose, organ specific response rates and validated quality-of-life assessments using the Modified 
Lee Symptom Scale.   
 
For more information about AGAVE-201, visit https://www.clinicaltrials.gov/study/NCT04710576. 
 
About Incyte
Incyte is a Wilmington, Delaware-based, global biopharmaceutical company focused on finding solutions for serious unmet medical needs 
through the discovery, development and commercialization of proprietary therapeutics. For additional information on Incyte, please visit 
Incyte.com and follow @Incyte. 
 
About Syndax
Syndax Pharmaceuticals is a clinical stage biopharmaceutical company developing an innovative pipeline of cancer therapies. Highlights of 
the Company's pipeline include revumenib, a highly selective inhibitor of the Menin–KMT2A binding interaction, and axatilimab, a 
monoclonal antibody that blocks the colony stimulating factor 1 (CSF-1) receptor.  For more information, please visit www.syndax.com or 
follow the Company on Twitter and LinkedIn.
 
Incyte Forward-looking Statements
Except for the historical information set forth herein, the matters set forth in this press release, including statements regarding the AGAVE-
201 trial, expectations regarding the submission of a BLA for axatilimab by year-end 2023, and the potential for axatilimab to become a 
treatment option for chronic graft-versus-host disease, contain predictions, estimates and other forward-looking statements.
 
These forward-looking statements are based on Incyte's current expectations and subject to risks and uncertainties that may cause actual 
results to differ materially, including unanticipated developments in and risks related to: unanticipated delays; further research and 
development and the results of clinical trials possibly being unsuccessful or insufficient to meet applicable regulatory standards or warrant 
continued development; the ability to enroll sufficient numbers of subjects in clinical trials; determinations made by the U.S. FDA and other 
regulatory authorities outside of the United States; the 

3

 



 
efficacy or safety of Incyte and its partners' products; the acceptance of Incyte and its partners' products in the marketplace; market 
competition; sales, marketing, manufacturing and distribution requirements; and other risks detailed from time to time in Incyte's reports filed 
with the Securities and Exchange Commission, including its annual report and its quarterly report on Form 10-Q for the quarter ended 
September 30, 2023.
 
Syndax Forward-Looking Statements
This press release contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995. Words 
such as "may," "will," "expect," "plan," "anticipate," "estimate," "intend," "believe" and similar expressions (as well as other words or 
expressions referencing future events, conditions or circumstances) are intended to identify forward-looking statements. These forward-
looking statements are based on Syndax's expectations and assumptions as of the date of this press release. Each of these forward-looking 
statements involves risks and uncertainties. Actual results may differ materially from these forward-looking statements. Forward-looking 
statements contained in this press release include, but are not limited to, statements about the progress, timing, clinical development and 
scope of clinical trials, the reporting of clinical data for Syndax's product candidates, the potential filing of a BLA by year-end 2023, and the 
potential use of our product candidates to treat various cancer indications and fibrotic diseases. Many factors may cause differences between 
current expectations and actual results, including: unexpected safety or efficacy data observed during preclinical or clinical trials; clinical trial 
site activation or enrollment rates that are lower than expected; changes in expected or existing competition; changes in the regulatory 
environment; failure of Syndax's collaborators to support or advance collaborations or product candidates; and unexpected litigation or other 
disputes. Other factors that may cause Syndax's actual results to differ from those expressed or implied in the forward-looking statements in 
this press release are discussed in Syndax's filings with the U.S. Securities and Exchange Commission, including the "Risk Factors" sections 
contained therein. Except as required by law, Syndax assumes no obligation to update any forward-looking statements contained herein to 
reflect any change in expectations, even as new information becomes available.
 

# # #
 
Incyte Contacts:    

Media  Investors  

media@incyte.com  ir@incyte.com  

Syndax Contact:    

Sharon Klahre    

sklahre@syndax.com
Tel 781.684.9827
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Exhibit 99.2

 
 

Syndax Announces Posi�ve Data for Revumenib in Pa�ents with Acute Leukemias from the BEAT AML, SAVE AML and AUGMENT-102 
Phase 1 Combina�on Trials

 

- Data collec�vely highlight revumenib's combina�on poten�al with current standard of care agents and support advancement into 
pivotal combina�on trials in the frontline se�ng -

- 100% CRc observed in BEAT AML trial exploring revumenib in combina�on with venetoclax/azaci�dine in newly diagnosed mNPM1 or 
KMT2Ar AML -

-78% CRc observed in SAVE AML trial, an all-oral combina�on of revumenib, venetoclax and decitabine/cedazuridine in R/R mNPM1, 
NUP98r and KMT2Ar AML; five of nine pa�ents con�nue in remission, 2 beyond 11 months at the �me of the data cut -

- 33% CRc observed in AUGMENT-102 trial of revumenib in combina�on with fludarabine-cytarabine in pediatric R/R mNPM1, NUP98r 
and KMT2Ar AML - 

- Revumenib was well tolerated with no new safety signals iden�fied beyond those observed with the respec�ve SOC combina�ons -
 

WALTHAM, Mass., December 11, 2023 (PRNEWSWIRE) – Syndax Pharmaceu�cals (Nasdaq: SNDX), a clinical stage biopharmaceu�cal 
company developing an innova�ve pipeline of cancer therapies, today announced data from mul�ple trials of revumenib in combina�on 
with standard of care agents in pa�ents with nucleophosmin mutant (mNPM1) and KMT2A-rearranged (KMT2r) relapsed/refractory 
(R/R) acute leukemias. Revumenib is the Company's highly selec�ve, oral menin inhibitor.  

Data to date demonstrate that revumenib has been well tolerated and demonstrated clinical ac�vity in combina�on with 
venetoclax/hypomethyla�ng agents in both the frontline and R/R acute myeloid leukemia (AML) se�ngs, as well as in combina�on with 
fludarabine/cytarabine (FLA) chemotherapy in a heavily pretreated R/R pediatric AML popula�on, including in pa�ents who relapsed on 
FLA.  In all three trials, pa�ents are now receiving the full monotherapy recommended Phase 2 dose in combina�on with the standard of 
care agents. The new combina�on data collec�vely highlight revumenib’s poten�al to safely combine with current standard of care 
agents across the acute leukemia treatment landscape, and support expansion of ongoing trials and advancement into addi�onal 
combina�on trials currently in planning.  

"Given the urgent need for novel, effec�ve solu�ons for acute leukemia pa�ents, we’re excited to show clinical data demonstra�ng 
tolerability and compelling clinical responses when revumenib is added to current treatment regimens,” said Michael A. Metzger, Chief 
Execu�ve Officer. “The poten�al to safely combine with standard of care posi�ons revumenib to become a cornerstone of treatment 
across a range of acute leukemia popula�ons.  In addi�on, current response rates seen across all three trials strengthen revumenib’s 
already robust clinical profile as a monotherapy and furthers our convic�on that revumenib could be a first- and best-in-class treatment 
for both KMT2Ar and mNPM1 acute leukemias..”

 



 
SAVE AML Trial
Results from the SAVE AML trial of revumenib in combina�on with venetoclax-decitabine/cedazuridine in R/R AML were featured during 
an oral session at the 65th American Society of Hematology (ASH) Annual Mee�ng. The dose escala�on phase of the trial tested 
revumenib at doses of 113 mg and 163 mg every 12 hours (q12h) in combina�on with azole an�fungals known to strongly inhibit CYP3A4
enzymes.  As of a data cutoff date of November 1, 2023, nine pa�ents with KMT2Ar, mNPM1 or NUP98r AML or mixed phenotypic acute 
leukemia (MPAL) were enrolled and response evaluable at the �me of the data cut.  Pa�ents received a median of three prior lines of 
therapy, including 56% who received prior venetoclax and 67% who received prior hypomethyla�ng agents (HMA) or underwent prior 
stem cell transplant or both. 

All nine pa�ents a�ained a morphologic remission for an overall response rate of 100%, 78% of whom achieved a CRc1 including 44% 
who achieved a CR/CRh. 67% (6/9) of pa�ents in the trial a�ained minimal residual disease (MRD) nega�ve status.  Five pa�ents 
transi�oned to hematopoie�c stem-cell transplanta�on (HSCT) following response. Two pa�ents ini�ated post-transplant maintenance 
with revumenib and con�nue in remission for over 11 months. 

The combina�on was well tolerated in this relapsed and refractory popula�on, with no new safety signals observed beyond those 
reported for venetoclax-HMA.  Grade ≥3 treatment related adverse events (TRAEs) included febrile neutropenia (56%), decreased 
platelets count (22%), decreased neutrophil count (22%) and lung infec�on (22%). There was one dose-limi�ng toxicity (DLT) at each 
dose level, Grade 4 thrombocytopenia that resolved a�er a dosing hold. There were no deaths due to TRAEs and no Grade 3 or higher 
QTc prolonga�on occurred.

BEAT AML Trial
The Company also announced data from the BEAT AML trial of revumenib in combina�on with venetoclax/azaci�dine in newly diagnosed 
mNPM1 or KMT2Ar AML pa�ents. The dose escala�on phase of the trial tested revumenib at doses of 113 mg and 163 mg q12h in 
combina�on with azole an�fungals known to strongly inhibit CYP3A4 enzymes.  As of the data cutoff date of December 1, 2023, 13 
newly diagnosed mNPM1 (n=8) or KMT2Ar (n=5) AML pa�ents were efficacy evaluable. In the efficacy evaluable popula�on, the CRc was 
100% (13/13) a�er 1 – 2 cycles of induc�on. Eleven (85%) of 13 pa�ents a�ained a CR/CRh and 92% (12/13) a�ained MRD nega�ve 
status. Two pa�ents proceeded to transplant.
No new safety signals were iden�fied when revumenib was added to the standard venetoclax/azaci�dine doublet in newly diagnosed 
AML pa�ents. One pa�ent at the lowest dose level, 113 mg q12h, experienced a DLT of decreased platelet counts; no DLTs were 
observed in the 163 mg q12h dose cohort.  31% of pa�ents experienced differen�a�on syndrome or QTc prolonga�on, each included 
one (8%) Grade 3 event. All were managed without dose reduc�ons. Cytopenias were manageable across the treatment experience with 
con�nuous dosing of venetoclax and revumenib. There were no increased safety issues outside of known adverse events reported for 
venetoclax/azaci�dine toxici�es.  
 

 



 
An expansion cohort is planned to further evaluate safety and ac�vity of this combina�on, and the full BEAT AML data will be presented 
at a future medical conference.   
 
AUGMENT-102 Trial
The Company announced data from the AUGMENT-102 trial of revumenib in combina�on with fludarabine/cytarabine in a 
predominantly pediatric relapsed/refractory mNPM1 (n=1), NUP98r (n=1) and KMT2Ar (n=13) AML popula�on. The dose-escala�on 
phase of the trial tested revumenib at doses of 113 mg and 163 mg every 12 hours in combina�on with azole an�fungals known to 
strongly inhibit CYP3A4 enzymes.  As of the data cutoff date of September 20, 2023, 15 AML pa�ents were efficacy evaluable, including 
three pa�ents treated at 113 mg q12h and 12 pa�ents treated at 163 mg q12h.  The 163 mg q12hr cohort was comprised of primarily 
pediatric pa�ents (median age of four), who had received a median of four prior lines of therapy. Across both dose groups, 50% of 
pa�ents had failed prior treatment with fludarabine/cytarabine.  Among the 12 pa�ents treated at 163 mg q12h, four (33%) pa�ents 
achieved a CRc including three (25%) pa�ents that achieved a CR; four (33%) proceeded to transplant, including one mNPM1 pa�ent 
who received a five-day course of decitabine prior to transplant.
The triplet of revumenib-fludarabine-cytarabine had an adverse event profile consistent with that observed with fludarabine-cytarabine 
alone, and no new safety signals were iden�fied in the trial. Grade ≥3 TRAEs in over 30% of pa�ents included decreased platelets (53%), 
decreased white blood cells (40%) and anemia (33%).  
Copies of the ASH presenta�ons are available in the Publica�ons and Mee�ng Presenta�ons sec�on of Syndax's website.

 
Syndax Corporate Event
The above combina�on data, along with other data presented through today at the 65th ASH Annual Mee�ng being held in San Diego, CA 
for both the revumenib and axa�limab clinical programs, will be highlighted at the Company’s investor event on Monday, December 11, 
2023 at 7:00 a.m. PT/10:00 a.m. ET.  The live audio webcast and accompanying slides for the event may be accessed through the Events 
& Presenta�ons page in the Investors sec�on of the Company's website or directly through the mee�ng link here. 

For those unable to par�cipate in the conference call or webcast for the event, a replay will be available on the Investors sec�on of the 
Company's website at www.syndax.com for a limited �me.

 

About Revumenib

Revumenib is a potent, selec�ve, small molecule inhibitor of the menin-KMT2A binding interac�on that is being developed for the
treatment of KMT2A-rearranged, also known as mixed lineage leukemia rearranged or MLLr, acute leukemias including ALL and AML, and 
NPM1-mutant AML. Revumenib was granted Orphan Drug Designa�on by the FDA and European Commission for the treatment of 
pa�ents with AML, and Fast Track designa�on by the FDA for the treatment of adult and pediatric pa�ents with R/R 

 



 
acute leukemias harboring a KMT2A rearrangement or NPM1 muta�on. Revumenib was granted BTD by the FDA for the treatment of 
adult and pediatric pa�ents with R/R acute leukemia harboring a KMT2A rearrangement. Syndax expects to complete an NDA 
submission for KMT2Ar acute leukemia under the Oncology Center of Excellence Review RTOR Program by year-end 2023.

About KMT2A (MLL) Rearranged Acute Leukemia

Rearrangements of the KMT2A (mixed lineage leukemia or MLL) gene give rise to KMT2Ar acute leukemia that is known to have a poor 
prognosis.  KMT2A genes produce fusion proteins that require interac�on with the protein called menin to drive leukemic cancer growth.
Disrup�on of the menin-KMT2Ar interac�on has been shown to halt the growth of KMT2Ar leukemic cells.  KMT2Ar acute leukemia can 
phenotypically appear as AML, ALL, or mixed phenotype acute leukemia (MPAL) and is rou�nely diagnosed through currently available 
cytogene�c or molecular diagnos�c techniques. The median overall survival (OS) a�er standard of care first-line treatment, including 
intensive chemotherapy and transplant, is less than one year and the majority of pa�ents suffer relapse within five years. With third line 
treatment or beyond, less than 5% of pa�ents achieve complete remission (CR), and the median OS is less than three months. There are 
currently no approved therapies indicated for KMT2A-rearranged acute leukemia.

About NPM1-Mutant Acute Myeloid Leukemia

NPM1-mutant AML, which is dis�nguished by muta�ons in the NPM1 gene that drive the leukemic phenotype, is the most common type 
of cytogene�cally normal adult AML and represents approximately 30% of all adult AML cases. This subtype of AML has a five-year
overall survival rate of approximately 50%. Similar to KMT2A- rearranged acute leukemia, NPM1-mutant AML is highly dependent on the 
expression of specific developmental genes shown to be nega�vely impacted by inhibitors of the menin-KMT2A interac�on. NPM1-
mutant AML is rou�nely diagnosed through currently available screening techniques. There are currently no approved therapies 
indicated for NPM1-mutant AML.

About Syndax 

Syndax Pharmaceu�cals is a clinical stage biopharmaceu�cal company developing an innova�ve pipeline of cancer therapies. Highlights 
of the Company's pipeline include revumenib, a highly selec�ve inhibitor of the menin–KMT2A binding interac�on, and axa�limab, a 
monoclonal an�body that blocks the colony s�mula�ng factor 1 (CSF-1) receptor. For more informa�on, please visit www.syndax.com or 
follow the Company on Twi�er and LinkedIn.

Forward-Looking Statements 

This press release contains forward-looking statements within the meaning of the Private Securi�es Li�ga�on Reform Act of 1995. Words 
such as "may," "will," "expect," "plan," "an�cipate," "es�mate," "intend," "could," “convic�on,” "believe" and similar expressions (as well 
as other words or expressions referencing future events, condi�ons or circumstances) are intended to iden�fy forward-looking 
statements. These forward-looking statements are based on Syndax's expecta�ons and assump�ons as of the date of this press release. 
Each of these forward-looking statements involves risks and uncertain�es. 

 



 
Actual results may differ materially from these forward-looking statements. Forward-looking statements contained in this press release 
include, but are not limited to, statements about the progress, �ming, clinical development and scope of clinical trials, the repor�ng of 
clinical data for Syndax's product candidates, the poten�al submission of an NDA by year-end, and the poten�al use of our product 
candidates to treat various cancer indica�ons and fibro�c diseases. Many factors may cause differences between current expecta�ons 
and actual results, including: unexpected safety or efficacy data observed during preclinical or clinical trials; clinical trial site ac�va�on or 
enrollment rates that are lower than expected; changes in expected or exis�ng compe��on; changes in the regulatory environment; 
failure of Syndax's collaborators to support or advance collabora�ons or product candidates; and unexpected li�ga�on or other disputes. 
Other factors that may cause Syndax's actual results to differ from those expressed or implied in the forward-looking statements in this 
press release are discussed in Syndax's filings with the U.S. Securi�es and Exchange Commission, including the "Risk Factors" sec�ons 
contained therein. Except as required by law, Syndax assumes no obliga�on to update any forward-looking statements contained herein 
to reflect any change in expecta�ons, even as new informa�on becomes available.
References
1 Overall response rate (ORR) includes CR, CRh, CRp, CRi, MLFS, and PR; Composite complete remission (CRc) includes CR, CRh, CRp, and 
CRi
CR = Complete remission 
CRh = Complete remission with par�al hematologic recovery
CRp = Complete remission with incomplete platelet recovery
CRi = Complete remission with incomplete count recovery 
MLFS = Morphologic leukemia-free state
PR = Par�al response 
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Syndax Presents Posi�ve Data from Pivotal AUGMENT-101 Trial of Revumenib in Relapsed/Refractory KMT2Ar Acute 
Leukemia at Late-Breaking Oral Presenta�on During 65th ASH Annual Mee�ng

– Pivotal AUGMENT-101 trial met its primary endpoint at interim analysis of the pooled KMT2Ar AML and ALL cohorts (p-value = 0.0036); CR/CRh rate 
consistent across adult and pediatric pa�ents–

– 63% overall response rate; responses observed across all major subgroups –

 – Median overall survival at �me of data cutoff of 8.0 months –

– Favorable safety and tolerability profile; treatment discon�nua�ons were low at 6% with none due to differen�a�on syndrome or QTc prolonga�on –

– Suppor�ve results from the AUGMENT-101 trial, including post-transplant maintenance data, con�nues to demonstrate consistent clinically meaningful 
responses across subgroups–

 
WALTHAM, Mass., December 12, 2023 /PRNewswire/ -- Syndax Pharmaceu�cals (Nasdaq: SNDX), a clinical stage biopharmaceu�cal 
company developing an innova�ve pipeline of cancer therapies, today presented posi�ve data from the protocol-defined pooled analysis 
of the pivotal AUGMENT-101 trial of revumenib, a first-in-class menin inhibitor, in adult and pediatric pa�ents with relapsed/refractory 
(R/R) KMT2A-rearranged (KMT2Ar) acute myeloid leukemia (AML) and acute lymphoid leukemia (ALL) at the 65th American Society of 
Hematology (ASH) Annual Mee�ng being held December 9-12, 2023 in San Diego, California. The pivotal results were featured in a late-
breaking oral presenta�on �tled “Revumenib Monotherapy in Pa�ents with Relapsed/Refractory KMT2Ar Acute Leukemia: Topline 
Efficacy and Safety Results from the Pivotal AUGMENT-101 Phase 2 Study.”
Addi�onal suppor�ve results from the AUGMENT-101 trial, including data from pa�ents in the Phase 1 por�on and pa�ents who 
received revumenib maintenance therapy a�er hematopoie�c stem cell transplant (HSCT), were also featured in two poster 
presenta�ons at the mee�ng, �tled “Revumenib Monotherapy in Pa�ents with Relapsed/Refractory KMT2Ar Acute Leukemia: Efficacy 
and Safety Results from the AUGMENT-101 Phase 1/2 Study” and “Revumenib Maintenance Therapy Following Revumenib-Induced 
Remission and Transplant.” 
“We are thrilled to present addi�onal detail on the posi�ve results for revumenib in KMT2Ar acute leukemia that con�nue to 
demonstrate its consistently impressive clinical profile as a poten�al monotherapy for these pa�ents,” said Michael A. Metzger, Chief 
Execu�ve Officer of Syndax. “We look forward to delivering on several important, near-term milestones across our pipeline, including 
submi�ng a New Drug Applica�on to the U.S. Food and Drug Administra�on for revumenib for the treatment of R/R KMT2Ar acute 
leukemia at year-end.”
Pivotal Phase 2 Por�on of AUGMENT-101 Trial
The AUGMENT-101 trial met its primary endpoint at the protocol-defined interim analysis with a complete remission (CR) or a CR with 
par�al hematological recovery (CRh) rate of 23% (13/57; 95% confidence interval [CI]: [12.7, 35.8, one-sided p-value = 0.0036]) among 
the 57 efficacy evaluable pa�ents in the pooled KMT2Ar acute leukemia popula�on. The CR/CRh rate was 23% (10/44; 95% CI: 11.5, 
37.8) in adult pa�ents and 23% in pediatric pa�ents (3/13; 95% CI: 5.0, 53.8), with a median �me to CR/CRh of 1.9 



 
months (95% CI: 0.9, 4.5). The CR/CRh responses in both the overall popula�on and the AML subset were durable with a 6.4-month (95% 
CI: 3.4, NR) median dura�on as of the July 24, 2023 data cutoff, with 46% (6/13) remaining in response. Minimal residual disease (MRD) 
status was assessed in 10 of the 13 pa�ents who achieved a CR/CRh, 70% (7/10) of whom were MRD nega�ve. In pa�ents who achieved 
a CRc (CR+CRh+CRp+Cri), 68% (15/22) achieved MRD nega�ve status. 
In the efficacy-evaluable pa�ents, the overall response rate1 was 63% (36/57; 95% CI: [49.3, 75.6]), and the composite response rate 
(CRc) was 44% (25/57). Minimal residual disease (MRD) status was assessed in 22 of the 25 pa�ents who achieved a CRc, 68% (15/22) of 
whom were MRD nega�ve.  Responses were observed in all major subgroups, including across the number of prior treatments and prior 
stem cell transplant. A total of 14 (39%) pa�ents who achieved an overall response underwent HSCT, eight of whom did not achieve a CR 
or CRh prior to transplant. Half (7/14) of the pa�ents who had an HSCT received post-transplant maintenance with revumenib and three 
addi�onal pa�ents (3/14; 21%) were in follow-up and are eligible to restart revumenib as post-transplant maintenance. Median overall 
survival at the �me of data cutoff was 8.0 months (95% CI: 4.1, 10.9). 
“I am pleased that this pivotal dataset of revumenib as a monotherapy in heavily pretreated R/R pa�ents con�nues to support its profile 
as a poten�al best- and first-in-class therapy,” said Ibrahim Aldoss, M.D., A�ending Physician and Associate Professor, Division of 
Leukemia, Department of Hematology & Hematopoie�c Cell Transplanta�on at City of Hope, and Principal Inves�gator in the AUGMENT-
101 trial. “Of par�cular note, the data presented today demonstrate rapid responses with revumenib, with a median �me to CR/CRh of 
1.9 months, which is par�cularly impressive in this pa�ent popula�on. Responses were also observed across all major subgroups, with a 
similar CR/CRh rate across adult and pediatric pa�ents, which speaks to the wide clinical u�lity of revumenib across this underserved 
pa�ent popula�on.”
AUGMENT-101 enrolled a total of 94 acute leukemia pa�ents in the KMT2Ar cohorts of the pivotal trial as of the July 2023 data cutoff, 57 
of whom had central confirma�on of their KMT2Ar status, sufficient follow-up and were in the efficacy-evaluable popula�on. The 
majority of pa�ents included in the efficacy-evaluable popula�on (56%; 32/57) relapsed following treatment with at least one salvage 
regimen (refractory relapse pa�ents) prior to enrollment, including nearly half (46%; 26/57) having undergone prior stem cell transplant. 
Seventy-two percent (41/57) of pa�ents were previously treated with venetoclax.  
Revumenib was well tolerated and the safety profile was consistent with the Company’s previously reported data.  Treatment-related 
adverse events (TRAEs) leading to dose reduc�ons and treatment discon�nua�on were low at 9% (8/94) and 6% (6/94), respec�vely. 
TRAEs of any grade in greater than 20% of pa�ents included nausea (28%), differen�a�on syndrome (DS) (27%), and QTc prolonga�on 
(23%).  Grade 3 DS was observed in 15% (14/94) of pa�ents while one pa�ent (1%) experienced Grade 4 DS and no pa�ents experienced 
a Grade 5. Grade 3 QTc prolonga�on was observed in 14% (13/94) of pa�ents, with no Grade 4 or 5 events.  There were no 
discon�nua�ons related to DS, cytopenias or QTc prolonga�on on the trial.
Revumenib Maintenance Therapy Post-HSCT
Data featured in a poster presenta�on from AUGMENT-101 Phase 1 pa�ents who received revumenib maintenance therapy, including 
some ongoing for more than one year a�er HSCT, demonstrated revumenib dura�on of treatment in the maintenance se�ng at the �me 
of this analysis ranged from 1 to 701 days, with treatment ongoing for nine of the 16 pa�ents. CRc was maintained in 12 pa�ents a�er 



 
HSCT and maintenance revumenib. MRD nega�ve remissions were maintained in six pa�ents as of the data cutoff with one pa�ent 
conver�ng from an MRD+ to MRD- response. Three pa�ents remain on revumenib maintenance therapy for more than one-year post-
transplant. 
Phase 1 Por�on of AUGMENT-101 Trial 
In the Phase 1 por�on of the study, pa�ents were assigned to one of six dose-escala�on cohorts designed to iden�fy a recommended 
phase 2 dose (RP2D) for concomitant administra�on with a strong CYP3A4 inhibitor and without a strong CYP3A4 inhibitor. As of the July 
2023 data cutoff, 77 pa�ents with R/R KMT2Ar acute leukemia were enrolled in the Phase 1 study and were included in the overall 
popula�on.  Most pa�ents were female (60%), and 34% of pa�ents had ≥4 prior lines of therapy and 47% had prior HSCT.
Updated follow-up on Phase 1 data presented at the mee�ng con�nues to demonstrate clinically meaningful response, high percentage 
of responders proceeding to transplant, consistency of response across subgroups, and a manageable safety profile in heavily pretreated 
pa�ents with R/R KMT2Ar acute leukemia. Phase 1 KMT2Ar pa�ents demonstrated a CR/CRh rate of 31.2%, and ORR of 64.9%, with 38% 
proceeding to HSCT. In adults with AML (n=51), the CR/CRh rate was 37.3% and ORR was 68.6%, with 40% of responders proceeding to 
HSCT. Pediatric pa�ents (n=15) demonstrated consistent response rates, with a CR/CRh rate of 20.0% and an ORR of 66.7%, with 40% of 
responders proceeding to transplant. 
Copies of the ASH presenta�ons are available in the Publica�ons and Mee�ng Presenta�ons sec�on of Syndax's website.
About Revumenib
Revumenib is a potent, selec�ve, small molecule inhibitor of the menin-KMT2A binding interac�on that is being developed for the
treatment of KMT2A-rearranged, also known as mixed lineage leukemia rearranged or MLLr, acute leukemias including ALL and AML, and 
NPM1-mutant AML. Revumenib was granted Orphan Drug Designa�on by the FDA and European Commission for the treatment of 
pa�ents with AML, and Fast Track designa�on by the FDA for the treatment of adult and pediatric pa�ents with R/R acute leukemias 
harboring a KMT2A rearrangement or NPM1 muta�on. Revumenib was granted BTD by the FDA for the treatment of adult and pediatric 
pa�ents with R/R acute leukemia harboring a KMT2A rearrangement. Syndax expects to complete an NDA submission for KMT2Ar acute 
leukemia under the Oncology Center of Excellence Review RTOR Program by year-end 2023.
About AUGMENT-101
AUGMENT-101 is a Phase 1/2 open-label trial designed to evaluate the safety, tolerability, pharmacokine�cs, and efficacy of orally 
administered revumenib. The Phase 1 dose escala�on por�on of AUGMENT-101 included two cohorts based on concomitant treatment 
with a strong CYP3A4 inhibitor. Arm A enrolled pa�ents not receiving a strong CYP3A4 inhibitor, while Arm B enrolled pa�ents receiving a 
strong CYP3A4 inhibitor. The Phase 2 pivotal por�on of AUGMENT-101 has enrolled R/R pa�ents across the following trial popula�ons: 
pa�ents with mNPM1 AML, pa�ents with KMT2Ar AML, and pa�ents with KMT2Ar ALL.  Following the receipt of Breakthrough Therapy 
designa�on from the FDA for revumenib for the treatment of R/R acute leukemia harboring a KMT2A rearrangement, regardless of age 
or tumor type, and based on discussions with the FDA, the Company decided to pool data from the AUGMENT-101 cohorts enrolling R/R 
KMT2Ar AML and R/R KMT2Ar ALL.  Based on the Independent Data Monitoring Commi�ee (IDMC) recommenda�on at the protocol 
pre-specified interim analysis, the Company stopped the trial to further accrual in the KMT2A cohorts. The trial con�nues to enroll R/R 
pa�ents with mNPM1 AML and expects to complete enrollment of this cohort in late 1Q24 or early 2Q24.  The primary endpoint 



 
for each of the cohorts is efficacy as measured by complete remission rate (CR + CRh) per protocol, with secondary endpoints including 
dura�on of response (DOR) and overall survival (OS). 
About KMT2A (MLL) Rearranged Acute Leukemia
Rearrangements of the KMT2A (mixed lineage leukemia or MLL) gene give rise to KMT2Ar acute leukemia that is known to have a poor 
prognosis.  KMT2A genes produce fusion proteins that require interac�on with the protein called menin to drive leukemic cancer growth.
Disrup�on of the menin-KMT2Ar interac�on has been shown to halt the growth of KMT2Ar leukemic cells.  KMT2Ar acute leukemia can 
phenotypically appear as AML, ALL, or mixed phenotype acute leukemia (MPAL) and is rou�nely diagnosed through currently available 
cytogene�c or molecular diagnos�c techniques. The median overall survival (OS) a�er standard of care first-line treatment, including 
intensive chemotherapy and transplant, is less than one year and the majority of pa�ents suffer relapse within five years. With third line 
treatment or beyond, less than 5% of pa�ents achieve complete remission (CR), and the median OS is less than three months. There are 
currently no approved therapies indicated for KMT2A-rearranged acute leukemia.
About Syndax 
Syndax Pharmaceu�cals is a clinical stage biopharmaceu�cal company developing an innova�ve pipeline of cancer therapies. Highlights 
of the Company's pipeline include revumenib, a highly selec�ve inhibitor of the menin–KMT2A binding interac�on, and axa�limab, a 
monoclonal an�body that blocks the colony s�mula�ng factor 1 (CSF-1) receptor. For more informa�on, please visit www.syndax.com or 
follow the Company on Twi�er and LinkedIn.
Forward-Looking Statements 
This press release contains forward-looking statements within the meaning of the Private Securi�es Li�ga�on Reform Act of 1995. Words 
such as "may," "will," "expect," "plan," "an�cipate," "es�mate," "intend," "could," "believe" and similar expressions such as “look 
forward” (as well as other words or expressions referencing future events, condi�ons or circumstances) are intended to iden�fy forward-
looking statements. These forward-looking statements are based on Syndax's expecta�ons and assump�ons as of the date of this press 
release. Each of these forward-looking statements involves risks and uncertain�es. Actual results may differ materially from these 
forward-looking statements. Forward-looking statements contained in this press release include, but are not limited to, statements 
about the progress, �ming, clinical development and scope of clinical trials, the repor�ng of clinical data for Syndax's product 
candidates, the poten�al submission of an NDA by year-end, and the poten�al use of our product candidates to treat various cancer
indica�ons and fibro�c diseases. Many factors may cause differences between current expecta�ons and actual results, including: 
unexpected safety or efficacy data observed during preclinical or clinical trials; clinical trial site ac�va�on or enrollment rates that are 
lower than expected; changes in expected or exis�ng compe��on; changes in the regulatory environment; failure of Syndax's 
collaborators to support or advance collabora�ons or product candidates; and unexpected li�ga�on or other disputes. Other factors that 
may cause Syndax's actual results to differ from those expressed or implied in the forward-looking statements in this press release are 
discussed in Syndax's filings with the U.S. Securi�es and Exchange Commission, including the "Risk Factors" sec�ons contained therein. 
Except as required by law, Syndax assumes no obliga�on to update any forward-looking statements contained herein to reflect any 
change in expecta�ons, even as new informa�on becomes available.
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1 Overall response rate includes CR, CRh, CRp, CRi, MLFS, and PR; Composite complete remission (CRc) includes CR, CRh, CRp, and CRi
CR = Complete remission 



 
CRh = Complete remission with par�al hematologic recovery
CRp = Complete remission with incomplete platelet recovery
CRi = Complete remission with incomplete count recovery 
MLFS = Morphologic leukemia-free state
PR = Par�al response 
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