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Item 8.01     Other Events.

On December 9, 2024, Keros Therapeutics, Inc. (the “Company”) issued a press release announcing additional data from its two ongoing Phase 2 clinical
trials of elritercept (KER-050), one in patients with very low-, low-, or intermediate-risk myelodysplastic syndromes and one in patients with
myelofibrosis, at the 66th American Society of Hematology Annual Meeting and Exposition, held virtually and in person from December 7 through 10,
2024. A copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference.

Item 9.01     Financial Statements and Exhibits.
 
(d) Exhibits

Exhibit   
No.  Description

99.1  Press release dated December 9, 2024.
104 Cover Page Interactive Data File (the cover page XBRL tags are embedded within the Inline XBRL document)



SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned
hereunto duly authorized.
 

KEROS THERAPEUTICS, INC.

By:  /s/ Jasbir Seehra

 
Jasbir Seehra, Ph.D.
Chief Executive Officer

Dated: December 9, 2024



Exhibit 99.1

Keros Therapeu�cs Presents Clinical Data from its Elritercept Program at the 66th
American Society of Hematology Annual Mee�ng and Exposi�on

• Elritercept demonstrated a durable transfusion independence in lower-risk myelodysplas�c syndromes, including in pa�ents with
high transfusion burden, with a median dura�on of response of 134.1 weeks

• Durable clinical responses were associated with improvements in pa�ent-reported measures of fa�gue in MDS pa�ents early, and
with con�nued improvement over �me

• Data from ongoing Phase 2 clinical trial in myelofibrosis con�nue to demonstrate that elritercept can poten�ally ameliorate
ineffec�ve hematopoiesis and address cytopenias, and also provide broader clinical benefit, as supported by observed reduc�ons
in spleen volume and improved total symptom scores

LEXINGTON, Mass., Dec. 9, 2024 (GLOBE NEWSWIRE) -- Keros Therapeu�cs, Inc. (“Keros” or the “Company”) (Nasdaq: KROS), a clinical-
stage biopharmaceu�cal company focused on developing and commercializing novel therapeu�cs to treat a wide range of pa�ents with
disorders that are linked to dysfunc�onal signaling of the transforming growth factor-beta (“TGF-ß”) family of proteins, today announced
that it presented addi�onal data from its two ongoing Phase 2 clinical trials of elritercept (KER-050), one in pa�ents with very low-, low-,
or intermediate-risk myelodysplas�c syndromes (“MDS”) and one in pa�ents with myelofibrosis (“MF”), at the 66th American Society of
Hematology Annual Mee�ng and Exposi�on (“ASH”), held in person in San Diego, California and virtually from December 7-10, 2024.

“The data we presented at ASH supports the differen�ated profile of elritercept in both MDS and MF,” said Jasbir S. Seehra, Ph.D., Chair
and Chief Execu�ve Officer. “We look forward to commencing enrollment of our Phase 3 RENEW clinical trial evalua�ng elritercept in
adult pa�ents with transfusion-dependent anemia with very low-, low-, or intermediate-risk MDS soon, so that we can take the next step
towards bringing this poten�al treatment op�on to pa�ents.”

Clinical Presenta�ons

• Improvements in Hematological Parameters and Quality of Life (“QoL”) with Elritercept: Results from an Ongoing Phase 2 Trial in
Par�cipants with Lower-Risk MDS

This ongoing, open-label, two-part, Phase 2 clinical trial is evalua�ng elritercept in pa�ents with very low-, low-, or intermediate-risk
MDS. As of August 30, 2024 (the “data cut-off date”), 95 pa�ents had received at least one dose of elritercept at the recommended Part
2 dose (“RP2D”) (collec�vely, the “safety popula�on”). Of these pa�ents in the safety popula�on, 87 had completed at least 24 weeks of
treatment or discon�nued as of the data cut-off date (collec�vely, the modified intent-to-treat 24-week popula�on, or the “mITT
pa�ents”). Data for hematological response and markers of hematopoiesis were presented from exploratory analyses of these mITT
pa�ents. All data presented from this trial is as of the data cut-off date.

Of the 95 pa�ents in the safety popula�on, 60.0% (n=57) were high transfusion burden (“HTB”) while 24.2% (n=23) were low transfusion
burden and 15.8% (n=15) were non-transfused (“NT”).
Elritercept was generally well-tolerated in the safety popula�on. There were four cases of fatal treatment-emergent adverse events
(“TEAEs”) in the trial that were all deemed unrelated to treatment. The most commonly reported TEAEs (in ≥15% of pa�ents) were
diarrhea, fa�gue, COVID-19, dyspnea,
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dizziness, anemia, nausea and epistaxis. One pa�ent had progressed to acute myeloid leukemia as of the data cutoff date.

55.2% (n=48/87) of the mITT  pa�ents achieved an overall erythroid response over the first 24 weeks of treatment, which is defined as
mee�ng either modified Interna�onal Working Group 2006 Hematological improvement-erythroid (“HI-E”) or transfusion independence
(“TI”) for at least eight weeks in transfusion-dependent pa�ents who required ≥ 2 red blood cell (“RBC”) units transfused at baseline. The
median dura�on of transfusion independence was 134.1 weeks. Due to ongoing TI responses as of the data cutoff date, the median
dura�on of TI is expected to change as data con�nues to accumulate. 48.1% (n=13/27) of pa�ents with a TI response had ongoing TI as
of the data cutoff date, of which 92.3% (n=12/13) had ongoing TI for greater than 52 weeks.

Addi�onal data from the mITT  pa�ents include:

• 39.1% (n=27/69) of the TI-evaluable pa�ents achieved TI for at least eight weeks over the first 24 weeks of treatment.
• Of the pa�ents with HTB, 31.4% (n=16/51) achieved TI for at least eight weeks during the first 24 weeks of treatment. Eight of

those 16 pa�ents (50.0%) achieved TI for at least 24 weeks over the first 48 weeks of treatment.
• Of the TI-evaluable pa�ents with baseline erythropoie�n level less than 500 U/L, 47.3% (n=26/55) achieved TI for at least eight

weeks over the first 24 weeks of treatment. Of the TI-evaluable pa�ents with baseline erythropoie�n level less than 500 U/L and
HTB, 38.5% (n=15/39) achieved TI for at least eight weeks over the first 24 weeks of treatment.

The FACIT-Fa�gue scale, a measure of self-reported fa�gue and its impact upon daily ac�vi�es and func�on, was u�lized to assess
health-related quality of life, including in a subgroup of pa�ents (n=17) achieving TI for at least 24 weeks over the first 48 weeks of
treatment. Pa�ents in this subgroup showed clinically meaningful improvements in QoL, and meaningful improvements in FACIT-Fa�gue
were observed early and generally con�nued to improve over �me in pa�ents with more durable TI responses.

The majority of pa�ents enrolled in this ongoing trial had HTB and/or mul�-lineage dysplasia, indica�ng a difficult-to-treat trial
popula�on. Durable TI responses con�nued to be observed in a broad range of pa�ents with lower-risk MDS, including in those with
HTB, which support the poten�al for elritercept to ameliorate ineffec�ve hematopoiesis across mul�ple lineages in pa�ents with MDS.
These Phase 2 data further support the ra�onale for the planned Phase 3 RENEW registra�onal trial of elritercept in transfusion-
dependent pa�ents with very low-, low-, and intermediate risk MDS.

• Hematologic Improvement and Fa�gue Reduc�on with Elritercept in Par�cipants with Lower-Risk MDS with Non-Transfusion
Dependent Anemia: New Analyses from an Ongoing Phase 2 Trial

In a subgroup analysis of pa�ents that were non-transfused (“NT”) at baseline, treatment with elritercept showed:

• Robust hematological responses observed with 93.3% (n=14/15) of NT pa�ents having an increase greater than 1.0 g/dL and
86.7% (n=13/15) having an HI-E response.

• Durable HI-E responses observed with elritercept treatment with 100% (n=13/13) achieving a con�nuous response dura�on of
greater than 24 weeks and 76.9% (n=10/13) achieving a cumula�ve response dura�on greater than 52 weeks.

• Sustained and durable increases in hemoglobin and soluble transferrin receptor, a marker of erythropoie�c ac�vity, were
observed in NT par�cipants.
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• Overall improvement in mean platelet and neutrophil counts along with decreases in mean ferri�n and hepcidin were observed
a�er only one dose and were generally maintained through 48 weeks, demonstra�ng that elritercept has the poten�al to
address ineffec�ve hematopoiesis across mul�ple lineages and improve iron u�liza�on and reduce inflamma�on.

• NT pa�ents achieved meaningful improvements in FACIT-Fa�gue scores, with improvements seen early, generally within the first
two treatment cycles.

• Hematological Improvement and Other Clinical Benefits of Elr�ercept as Monotherapy and in Combina�on with Ruxoli�nib in
Par�cipants with Myelofibrosis from the Ongoing Phase 2 RESTORE Trial

This ongoing, open-label, two-part Phase 2 clinical trial is evalua�ng elritercept administered with or without ruxoli�nib in pa�ents with
MF who have anemia and were either currently on, failed, or ineligible for ruxoli�nib at baseline. Safety data are presented for all
pa�ents that received at least one dose of elritercept (n=73) as of the August 30, 2024 data cutoff date. Evalua�ons of markers of
hematopoiesis and anemia over 12 weeks, along with measurements of spleen volume and symptom scores (by the MF-symptom
assessment form-Total Symptom Score, or “MF-SAF-TSS”) over 24 weeks, were presented for dose levels 1 through 4 in Part 1 and the
RP2D, ranging from 0.75 mg/kg to 5.0 mg/kg (collec�vely, the “efficacy evaluable pa�ents”). Enrollment of Part 1 of the trial, the dose
escala�on por�on, is complete. Part 2, the dose expansion por�on, is open and enrolling with an RP2D of 3.75 mg/kg with the op�on to
up-�trate to 5.0 mg/kg. All data presented from this trial is as of the data cutoff date.

Elritercept was generally well-tolerated by the safety popula�on. There were six cases of fatal TEAEs in the trial that were each deemed
unrelated to treatment. The most commonly reported TEAEs (in ≥15% of pa�ents) were thrombocytopenia and diarrhea. The majority of
treatment-related TEAEs were mild to moderate, with 12 pa�ents experiencing Grade 3 or higher treatment-related TEAEs of
thrombocytopenia. 93.3% (n=14/15) of pa�ents with a TEAE of thrombocytopenia had baseline platelets below 150 x 10 /L.

Addi�onal data from the efficacy evaluable pa�ents include:

• Increases in hemoglobin were observed in 82.8% (n=24/29) of evaluable non-transfusion dependent pa�ents in both arms over a
12-week period within the first 24 weeks, sugges�ng that elritercept has the poten�al to address anemia due to MF and
ruxoli�nib-associated anemia.

• 63.4% (n=26/41) of pa�ents that received at least three RBC units per 12 weeks at baseline in both arms and all dose levels
tested showed reduc�ons in transfusion burden over 12 weeks within the first 24 weeks. 24.4% (n=10/41) of the pa�ents who
showed reduc�ons in transfusion burdens achieved TI.

◦ Addi�onally, within the subgroup of these pa�ents in the combina�on arm who received a star�ng dose of 3.0 mg/kg of
elritercept or higher, 62.5% (n=10/16) had reduc�ons of 50% or greater, and 37.5% (n=6/16) achieved TI.

• At week 24, reduc�on in spleen volume was observed in 40% (n=8/20) of pa�ents with baseline spleen size ≥ 450 cm and a
week 24 spleen assessment, including three pa�ents who had reduc�ons of 35% or greater. Reduc�ons in spleen volume in the
combina�on arm generally occurred without an increase in ruxoli�nib dose.

◦ For evaluable pa�ents in the combina�on arm with a star�ng dose of 3.0 mg/kg of elritercept or higher, 88% (n=7/8) had
some reduc�on in spleen size at week 24

• At week 24, reduc�on in disease symptoms was observed in 66.7% (n=18/27) of pa�ents with at least two symptoms with an
average score ≥ 3 or an average total score of ≥ 10 on the MF-SAF-TSS ques�onnaire at baseline and a week 24 MF-SAF-TSS
assessment. Five pa�ents had
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reduc�ons of at least 50%, including three in the monotherapy arm and two in the combina�on arm.

The data support the poten�al of elritercept to ameliorate ineffec�ve hematopoiesis and address cytopenias due to MF and associated
with ruxoli�nib, and provide broader clinical benefit in pa�ents, as supported by the observed reduc�on in spleen volume and
improvement in total symptom scores.

About the Ongoing Phase 2 Clinical Trial of Elritercept in Pa�ents with MDS (NCT04419649)

Keros is conduc�ng an open label, two-part, mul�ple ascending dose Phase 2 clinical trial to evaluate elritercept in pa�ents with very
low-, low-, or intermediate-risk MDS who either have or have not previously received treatment with an erythroid s�mula�ng agent.

The primary objec�ve of this trial is to assess the safety and tolerability of elritercept in pa�ents with MDS that are RS posi�ve or non-
RS. The primary objec�ve of Part 2 of this trial is confirma�on of the safety and tolerability of the RP2D (3.75 mg/kg and 5.0 mg/kg). The
secondary objec�ves of this trial are to evaluate the pharmacokine�cs, pharmacodynamics and efficacy of elritercept.

About the Ongoing Phase 2 Clinical Trial of Elritercept in Pa�ents with MF-Associated Cytopenias (RESTORE trial; NCT05037760)

Keros is conduc�ng an open label, two-part, mul�ple ascending dose Phase 2 clinical trial to evaluate elritercept as a monotherapy and
in combina�on with ruxoli�nib in pa�ents with MF-associated cytopenias.

The primary objec�ve of this trial is to assess the safety and tolerability of elritercept in pa�ents with MF-associated cytopenias. The
primary objec�ve of Part 2 of this trial is confirma�on of the safety and tolerability of the RP2D (3.75 mg/kg and 5.0 mg/kg). The
secondary objec�ves of this trial are to evaluate the pharmacokine�cs, pharmacodynamics and efficacy of elritercept administered with
or without ruxoli�nib.

About Elritercept

Elritercept is an engineered ligand trap comprised of a modified ligand-binding domain of the TGF-ß receptor known as ac�vin receptor
type IIA that is fused to the por�on of the human an�body known as the Fc domain. Elritercept is being developed for the treatment of
low blood cell counts, or cytopenias, including anemia and thrombocytopenia, in pa�ents with MDS and in pa�ents with MF.

About Keros Therapeu�cs, Inc.

Keros is a clinical-stage biopharmaceu�cal company focused on developing and commercializing novel therapeu�cs to treat a wide range
of pa�ents with disorders that are linked to dysfunc�onal signaling of the TGF-ß family of proteins. We are a leader in understanding the
role of the TGF-ß family of proteins, which are master regulators of the growth, repair and maintenance of a number of �ssues, including
blood, bone, skeletal muscle, adipose and heart �ssue. By leveraging this understanding, we have discovered and are developing protein
therapeu�cs that have the poten�al to provide meaningful and poten�ally disease-modifying benefit to pa�ents. Elritercept is being
developed for the treatment of low blood cell counts, or cytopenias, including anemia and thrombocytopenia, in pa�ents with MDS and
in pa�ents with MF. Cibotercept (KER-012) is being developed for the treatment of pulmonary arterial hypertension and for the
treatment of cardiovascular disorders. KER-065 is being developed for the treatment of obesity and for the treatment of neuromuscular
diseases.



Cau�onary Note Regarding Forward-Looking Statements

Statements contained in this press release regarding ma�ers that are not historical facts are “forward-looking statements” within the
meaning of the Private Securi�es Li�ga�on Reform Act of 1995, as amended. Words such as “expect,” “enable,” “forward,” “poten�al”
and “will” or similar expressions are intended to iden�fy forward-looking statements. Examples of these forward-looking statements
include statements concerning: Keros’ expecta�ons regarding the design, objec�ves, �ming, results and outcomes of its clinical trials for
elritercept, including the Phase 2 RESTORE trial and the Phase 3 RENEW trial; the differen�ated profile of elritercept in both MDS and
MF; the poten�al of elritercept to ameliorate ineffec�ve hematopoiesis across mul�ple lineages in pa�ents with MDS, improve iron
u�liza�on, reduce inflamma�on and improve quality of life in pa�ents with lower-risk MDS; and the poten�al of elritercept to address
anemia due to MF- and ruxoli�nib-associated anemia, and to provide broader clinical benefit to pa�ents with MF. Because such
statements are subject to risks and uncertain�es, actual results may differ materially from those expressed or implied by such forward-
looking statements. These risks and uncertain�es include, among others: Keros’ limited opera�ng history and historical losses; Keros’
ability to raise addi�onal funding to complete the development and any commercializa�on of its product candidates; Keros’ dependence
on the success of its product candidates, cibotercept, elritercept and KER-065; that Keros may be delayed in ini�a�ng, enrolling or
comple�ng any clinical trials; the risk that ini�al or interim results from a clinical trial may not be predic�ve of the final results of the trial
or the results of future trials; compe��on from third par�es that are developing products for similar uses; Keros’ ability to obtain,
maintain and protect its intellectual property; and Keros’ dependence on third par�es in connec�on with manufacturing, clinical trials
and preclinical studies.

These and other risks are described more fully in Keros’ filings with the Securi�es and Exchange Commission (“SEC”), including the “Risk
Factors” sec�on of the Company’s Quarterly Report on Form 10-Q, filed with the SEC on November 6, 2024, and its other documents
subsequently filed with or furnished to the SEC. All forward-looking statements contained in this press release speak only as of the date
on which they were made. Except to the extent required by law, Keros undertakes no obliga�on to update such statements to reflect
events that occur or circumstances that exist a�er the date on which they were made.

Investor Contact:
Jus�n Frantz
jfrantz@kerostx.com
617-221-6042


