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Item 8.01 Other Events.

On November 12, 2024, Syndax Pharmaceuticals, Inc. (the “Company”) issued a press release announcing positive topline results from the relapsed or 
refractory mutant NPM1 (“mNPM1”) acute myeloid leukemia cohort in the pivotal Phase 2 portion of the AUGMENT-101 trial of revumenib, an oral, 
small molecule menin inhibitor. A copy of the press release is filed herewith as Exhibit 99.1. The Company is holding a conference call regarding the 
announcement on November 12, 2024. The information contained in the press release is incorporated by reference into this Current Report on Form 8-K.
 
Forward Looking Statements
 
This Current Report on Form 8-K contains “forward-looking statements,” including, but not limited to, statements regarding the Company’s development 
plans for revumenib for patients with mNPM1. These statements relate to future events and involve known and unknown risks, uncertainties and other 
factors which may cause the Company’s actual results, performance or achievements to be materially different from any future results, performances or 
achievements expressed or implied by the forward-looking statements. In some cases, you can identify forward-looking statements by terms such as “may,” 
“will,” “could,” “expects,” “plans,” “anticipates,” “believes,” and similar expressions intended to identify forward-looking statements. These statements 
reflect the Company’s current views with respect to future events and are based on assumptions and subject to risks and uncertainties. Given these 
uncertainties, you should not place undue reliance on these forward-looking statements. Any forward-looking statements set forth in this Current Report 
speak only as of the date of this Current Report. The Company does not intend to update any of these forward-looking statements to reflect events or 
circumstances that occur after the date hereof other than as required by law. You are cautioned not to place undue reliance on any forward-looking 
statements.
 
Item 9.01. Financial Statements and Exhibits.
(d) Exhibits. 
 

Exhibit
No.

 
Description

 
  

99.1 Press Release, dated November 12, 2024
104 Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Exhibit 99.1

 

Syndax Announces Posi�ve Pivotal Topline Results from Relapsed or Refractory mNPM1 AML Cohort in 
AUGMENT-101 Trial of Revumenib

 

– Primary endpoint met with CR/CRh rate of 23% in pivotal Ph 2 cohort of R/R mNPM1 AML pa�ents (p-value = 0.0014) –

– 47% (30/64) ORR in a heavily pre-treated popula�on, including 75% with prior venetoclax exposure in the efficacy popula�on –

– Favorable safety and tolerability profile; only 5% of pa�ents discon�nued due to treatment-related adverse events –

– Results highlight consistency of revumenib’s compelling clinical profile –

– sNDA filing in R/R mNPM1 AML expected in 1H25, pending an�cipated FDA approval of revumenib in R/R KMT2Ar acute 
leukemia in 4Q24 –

– Syndax to host a conference call today at 8:00 am ET –

 

WALTHAM, Mass., November 12, 2024 /PRNewswire/ -- Syndax Pharmaceu�cals (Nasdaq: SNDX), a commercial-stage 
biopharmaceu�cal company developing an innova�ve pipeline of cancer therapies, today announced posi�ve topline results 
from the relapsed or refractory (R/R) mutant NPM1 (mNPM1) acute myeloid leukemia (AML) cohort in the pivotal Phase 2 
por�on of the AUGMENT-101 trial of revumenib, an oral, small molecule menin inhibitor.

The primary endpoint was met with a complete remission (CR) plus CR with par�al hematological recovery (CRh) rate of 23% 
(15/64; 95% confidence interval [CI]: 14%, 36%; one-sided p-value =0.0014) among the efficacy evaluable adults with R/R 
mNPM1 AML in the Phase 2 por�on of the AUGMENT-101 trial. Among the pa�ents who achieved CR/CRh, 12 pa�ents had a CR 
and three had a CRh. The observed median dura�on of CR/CRh responses was 4.7 months (95% CI: 1.2, 8.2) at the �me of the 
data cutoff with three pa�ents remaining in response. Minimal residual disease (MRD) status was assessed in 14 of 15 pa�ents 
who achieved CR/CRh, 64% (9/14) of whom were MRD nega�ve. The overall response rate (ORR)1 was 47% (30/64; 95% CI: 34%, 
60%). 17% (5/30) of pa�ents who achieved an overall response underwent hematopoie�c stem cell 



 

transplant (HSCT) following treatment with revumenib, with three resuming revumenib therapy post-transplant. 

“We are thrilled to report posi�ve pivotal data in R/R mNPM1 AML pa�ents treated with revumenib, which has shown 
compelling and notably consistent results across treatment se�ngs for both mNPM1 AML and KMT2A-rearranged acute 
leukemias,” said Michael A. Metzger, Chief Execu�ve Officer of Syndax. “With the an�cipated FDA approval of revumenib for the 
treatment of R/R KMT2A-rearranged acute leukemias this quarter, and this second posi�ve pivotal data readout, we are well-
posi�oned to meaningfully impact the es�mated 40% of AML pa�ents with these two gene�c altera�ons.”  

The AUGMENT-101 Phase 2 protocol-defined efficacy evaluable popula�on included 64 adult pa�ents with R/R mNPM1 AML. 
The median age was 65 (range: 19, 84). Pa�ents were heavily pretreated, with 36% having received three or more prior lines of 
therapy (median prior lines: 2) and 75% of pa�ents previously treated with venetoclax.  

The safety popula�on included 84 adult and pediatric pa�ents with R/R mNPM1 AML in the Phase 2 por�on of the AUGMENT-
101 trial. The safety profile observed with revumenib in this popula�on was consistent with previously reported data. 
Treatment-related adverse events (TRAEs) leading to treatment discon�nua�ons were 5% (4/84). TRAEs of Grade ≥3 in more 
than 10% of pa�ents included: QTc prolonga�on (21%), anemia (14%), febrile neutropenia (13%), differen�a�on syndrome 
(13%), and platelet count decreased (11%). Grade 3 treatment-related DS was observed in 11% (9/84) of pa�ents while 2% 
(2/84) experienced Grade 4 DS and no pa�ents experienced Grade 5. Grade 3 treatment-related QTc prolonga�on was observed 
in 19% (16/84) of pa�ents while 2% (2/84) experienced Grade 4 QTc prolonga�on and no pa�ents experienced Grade 5. 

“Relapsed or refractory mNPM1 AML is a very challenging disease with a poor prognosis and an urgent need for new 
treatments,” said Eytan M. Stein, M.D., Chief, Leukemia Service, Memorial Sloan Ke�ering Cancer Center. “The posi�ve results 
for revumenib in this heavily pre-treated popula�on, which included more than 75% who previously failed venetoclax, are very 
encouraging. In par�cular, the robust rates of overall response, including deep molecular remissions and low discon�nua�on 
rates, highlight the tremendous promise of revumenib in the treatment of R/R mNPM1 AML pa�ents.” 



 

Revumenib Near-Term Milestones 

The Company has several trials of revumenib ongoing across the treatment landscape in mNPM1 and KMT2A-rearranged 
(KMT2Ar) acute leukemias. In addi�on to the clinical trials that Syndax is conduc�ng, the Company is working with coopera�ve 
groups and key inves�gators to further elucidate the poten�al clinical benefit of revumenib. Syndax expects to achieve the 
following upcoming revumenib milestones:

• Receive FDA approval for treatment of R/R KMT2Ar acute leukemias in the fourth quarter of 2024.

• Present data in KMT2Ar and mNPM1 acute leukemias at the 66th American Society of Hematology (ASH) Annual 
Mee�ng in December 2024.  

• Ini�ate a pivotal combina�on trial with venetoclax/azaci�dine in newly diagnosed mNPM1 AML or KMT2Ar acute 
leukemias by year-end 2024.

• Publish pivotal AUGMENT-101 results in R/R mNPM1 AML pa�ents and present results at a medical conference in the 
first half of 2025.

• Submit a supplemental NDA (sNDA) for treatment of R/R mNPM1 AML in the first half of 2025.

Conference Call and Webcast

Syndax will host a conference call and webcast to discuss the results of the AUGMENT-101 trial in R/R mNPM1 AML today, 
November 12, 2024, at 8:00 a.m. ET.

The live webcast may be accessed through the Events & Presenta�ons page in the Investors sec�on of the Company's website. 
Alterna�vely, the conference call may be accessed through the following:

Conference ID: Syndax Conference Call 1
 Domes�c Dial-in Number: 800-590-8290
 Interna�onal Dial-in Number: 240-690-8800

 Live webcast: h�ps://www.veracast.com/webcasts/syndax/events/specialconf1.cfm



 

For those unable to par�cipate in the conference call or webcast, a replay will be available on the Investors sec�on of the 
Company's website at www.syndax.com approximately 24 hours a�er the conference call and will be available for 90 days 
following the call.

About Revumenib

Revumenib is an oral, small molecule inhibitor of the menin-KMT2A binding interac�on that is being developed for the 
treatment of KMT2A-rearranged (KMT2Ar), also known as mixed lineage leukemia rearranged or MLLr, acute leukemias 
including acute lymphoid leukemia (ALL) and acute myeloid leukemia (AML), and mutant NPM1 AML. The Journal of Clinical 
Oncology published results from the Phase 2 AUGMENT-101 trial of revumenib in R/R KMT2Ar acute leukemia showing the trial 
met its primary endpoint.

Revumenib was previously granted Orphan Drug Designa�on for the treatment of AML, ALL and acute leukemias of ambiguous 
lineage (ALAL) by the U.S. FDA and for the treatment of AML by the European Commission. The U.S. FDA also granted Fast Track 
designa�on to revumenib for the treatment of adult and pediatric pa�ents with R/R acute leukemias harboring a KMT2A 
rearrangement or NPM1 muta�on and Breakthrough Therapy Designa�on for the treatment of adult and pediatric pa�ents with 
R/R acute leukemia harboring a KMT2A rearrangement.

About the Phase 1/2 AUGMENT-101 Trial

AUGMENT-101 an open-label, mul�-center trial evalua�ng the safety, tolerability, pharmacokine�cs, and efficacy of revumenib 
that consists of a dose escala�on part and an expansion part.  In the dose escala�on part, a revumenib dose with and without a 
strong CYP3A4 inhibitor was iden�fied.  The expansion part was designed to evaluate revumenib in pa�ents with relapsed or 
refractory (R/R) KMT2Ar AML, pa�ents with KMT2Ar ALL, and pa�ents with mutant NPM1 (mNPM1) AML.  The primary 
endpoint for each of the cohorts is efficacy as measured by the rate of complete remission (CR) plus CR with par�al hematologic 
recovery (CRh) and short- and long-term safety and tolerability, with secondary endpoints including dura�on of response (DOR) 
and overall survival (OS).

More informa�on can be found on www.clinicaltrials.gov (NCT04065399).

Posi�ve data from the KMT2Ar AML and ALL pa�ents in the trial supported a New Drug Applica�on (NDA) filing for revumenib in 
R/R KMT2Ar acute leukemia, which is currently under 



 

review by the U.S. FDA with a PDUFA ac�on date of December 26, 2024. Posi�ve data from the mNPM1 AML pa�ents in the trial 
are expected to support an sNDA filing in the first half of 2025.  

About Mutant NPM1 (mNPM1) Acute Myeloid Leukemia (AML)

Muta�ons in the NPM1 gene are the most common gene�c altera�on in adult AML and are observed in approximately 30% of 
cases. Pa�ents with relapsed or refractory mNPM1 AML have a poor prognosis and high unmet need. Similar to KMT2A-
rearranged acute leukemia, mNPM1 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. mNPM1 AML is rou�nely diagnosed through currently 
available screening techniques. There are currently no approved targeted therapies for mNPM1 AML.

About Syndax

Syndax Pharmaceu�cals is a commercial-stage biopharmaceu�cal company developing an innova�ve pipeline of cancer 
therapies. Highlights of the Company's pipeline include revumenib, a selec�ve menin inhibitor, and Nik�mvo™ (axa�limab-csfr), 
an FDA-approved monoclonal an�body that blocks the colony s�mula�ng factor 1 (CSF-1) receptor. Fueled by our commitment 
to reimagining cancer care, Syndax is working to unlock the full poten�al of its pipeline and is conduc�ng several clinical trials 
across the con�nuum of treatment. For more informa�on, please visit www.syndax.com/ or follow the Company on X (formerly 
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," "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 acceptance of 



 

Syndax and its partners' products in the marketplace, sales, marke�ng, manufacturing and distribu�on requirements, 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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