
SUSTAINED BENEFIT WITH SERALUTINIB TREATMENT: A POST-HOC 
ANALYSIS OF THE TORREY OPEN-LABEL EXTENSION
Raymond L. Benza1, Sidra Hoffman2, Sandeep Sahay3, Pilar Escribano Subías4, Ronald L. Zolty5, John F. Kingrey6, Brittany Penn7, Irina Sobol8, Namita Sood9, Richard N. Channick10, Kelly M. Chin11, Robert P. Frantz12, Hossein-Ardeschir Ghofrani13, Anna R. Hemnes14, Luke S. Howard15, Vallerie V. McLaughlin16,  
Jean-Luc Vachiéry17, Roham T. Zamanian18, Matt Cravets2, Robin Osterhout2, Robert F. Roscigno2, Ed Parsley2, Richard Aranda2, Lawrence S. Zisman2, Olivier Sitbon19

1Mount Sinai Heart, Icahn School of Medicine at Mount Sinai, Mount Sinai Hospital, New York, NY, USA; 2Gossamer Bio, Inc., San Diego, CA, USA; 3Houston Methodist Hospital/Weill Cornell Medicine, Houston, TX, USA; 4University Hospital 12 de Octubre, Complutense University, Madrid, Spain; 5University of Nebraska Medical Center, Omaha, NE, USA; 6INTEGRIS Health Pulmonary Hypertension Center of Oklahoma, Oklahoma City, OK, USA; 7University of Utah Health, Salt Lake City, UT, USA; 8New York Presbyterian/Weill Cornell Medical Center, New York, NY, USA; 
9University of California Davis Medical Center, Sacramento, CA, USA; 10University of California Los Angeles, UCLA Medical Center, Los Angeles, CA, USA; 11UT Southwestern Medical Center, Dallas, TX, USA; 12Mayo Clinic, Rochester, MN, USA; 13Universities of Giessen and Marburg Lung Center (UGMLC), Institute for Lung Health (ILH); Cardio-Pulmonary Institute (CPI); Member of the German Center for Lung Research (DZL), Giessen, Germany; 14Vanderbilt University, Vanderbilt University Medical Center, Nashville, TN, USA;  
15Imperial College Healthcare NHS Trust, Hammersmith Hospital, London, UK; 16University of Michigan, Ann Arbor, MI, USA; 17Université Libre de Bruxelles, HUB – Hôpital Erasme, Brussels, Belgium; 18Stanford University School of Medicine, Stanford Medicine, Stanford, CA, USA; 19Hôpital Bicêtre (AP-HP), Université Paris-Saclay, Le Kremlin-Bicêtre, France

   

BACKGROUND RESULTS (continued)

METHODS

CONCLUSIONS

RESULTS

•    Seralutinib is a novel inhaled platelet-derived growth factor receptor α/ß, 
colony stimulating factor 1 receptor, and mast/stem cell growth factor receptor 
kit kinase inhibitor currently in phase 3 development in Group 1 pulmonary 
hypertension (PAH)1,2 

•    In the open-label extension (OLE) of the phase 2 TORREY study, longer-term 
treatment with seralutinib through Week 72 resulted in continued improvements 
in pulmonary vascular resistance (PVR) and six-minute walk distance (6MWD)3 

•    To further characterize the efficacy profile of seralutinib, we undertook a more 
detailed analysis of the patients with PVR improvements from TORREY 
Baseline through Week 72 of the OLE study

Figure 1. Study Design.

• 74 patients enrolled in the OLE study, with hemodynamic data available for 
55 patients at Week 72 

• This analysis is focused on patients treated with seralutinib for 72 weeks 
(n=28) (Figure 1)

• Patients demonstrating a >15% PVR reduction from TORREY Baseline to 
Week 72 were considered “responders” (n=17)

• Results are descriptive

BID, twice daily; OLE, open-label extension; RHC, right heart catheterization.
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Figure 2. Change in PVR in Seralutinib-treated Patients Over 72 Weeks in 
the OLE. Sorted distribution of % change from Baseline in the  
continued-seralutinib population (n=28). Arrows indicate patients with  
PVR <200 dyne*s/cm5 at Week 72.

• In the TORREY open-label continued-seralutinib group treated for  
72 weeks, PVR improved in 20 (of 28) patients

• In PVR responders (n=17), the median change was −32% (range: −17%  
to −62%)

• 3 patients had a Week 72 PVR reduction to <200 dyne*s/cm5 (arrows)
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OLE, open-label extension;  
PVR, pulmonary vascular resistance; 
RHC, right heart catheterization.

Table 1. Baseline Disease Characteristics of OLE Patients With 72-Week Pulmonary Hemodynamic Data. 
Characteristics are at TORREY Baseline. Data presented as mean (SD) unless otherwise noted.  

RHC overall 
(n=55)

Continued seralutinib
(n=28)

Continued seralutinib
>15% PVR decrease (n=17)

Age at PAH diagnosis, y 44.0 (12.90) 45.9 (14.43) 46.6 (13.71)
Years since PAH diagnosis 7.2 (6.34) 6.4 (6.17) 4.8 (4.93)
PAH classification, n (%)
   Idiopathic/Heritable  27 (49.1)/13 (23.6) 14 (50.0)/9 (32.1) 10 (58.8)/4 (23.5)
   CTD / D and T, repaired CHD   9 (16.4)/6 (10.9) 2 (7.1)/3 (10.7) 0/3 (17.6)
Background PAH treatment, n (%)
   Triple therapy 34 (61.8) 16 (57.1) 7 (41.2)
   Parenteral prostacyclins/PRA 24 (43.6)  12 (42.9) 6 (35.3)
WHO FC II, n (%) 29 (52.7) 17 (60.7) 10 (58.8)
WHO FC III, n (%) 26 (47.3) 11 (39.3) 7 (41.2)
REVEAL 2.0 risk score ≥6, n (%) 26 (47.3) 13 (46.4)  6 (35.3)
PVR, dyne*s/cm5 646.8 (162.71) 620.9 (156.17) 628.4 (152.17)
6MWD, m 398.6 (92.74) 403.6 (81.66) 400.9 (88.75)
NT-proBNP, ng/L 612.0 (1000.53) 550.8 (720.74) 500.4 (753.13)

6MWD, six-minute walk distance; CHD, congenital heart disease; CTD, connective tissue disease; D and T, drugs and toxins; FC, Functional Class; NT-proBNP, N-terminal pro-brain natriuretic peptide;  
OLE, open-label extension; PAH, pulmonary arterial hypertension; PRA, prostacyclin receptor agonist; PVR, pulmonary vascular resistance; REVEAL, Registry to Evaluate Early and Long-term PAH Disease 
Management; RHC, right heart catheterization; SD, standard deviation; WHO, World Health Organization.

Figure 3. Mean Pulmonary Arterial Pressure and Cardiac Output Contributed to Hemodynamic Improvement 
in Patients Treated With Seralutinib for 72 Weeks.

Figure 4. PVR Responders Showed Improved Functional Capacity. 6MWD increased 38.6 m from TORREY 
Baseline in PVR responders treated with seralutinib for 72 weeks. 

Plot shows patients in the continued-seralutinib group.
6MWD, six-minute walk distance; SE, standard error; 
PVR, pulmonary vascular resistance.

BL, Baseline; CO, cardiac output; IQR, interquartile range; mPAP, mean pulmonary arterial pressure; PVR, pulmonary vascular resistance. 
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Table 2. Treatment-emergent Adverse Events (TEAEs) With an Incidence ≥10% 
During the OLE.*

•  Seralutinib was generally well tolerated during the OLE treatment period (Table 2), 
with no new safety signals emerging

Incidence of TEAEs by  
preferred term: ≥10%

RHC 
overall 
(n=55)

Continued 
seralutinib

(n=28)

Continued 
seralutinib

>15% PVR decrease 
(n=17)

Patients with a TEAE, n (%) 53 (96.4) 28 (100) 17 (100)

COVID-19 15 (27.3) 8 (28.6) 4 (23.5)

Headache 15 (27.3) 7 (25.0) 5 (29.4)

Cough 11 (20.0) 5 (17.9) 2 (11.8)

Nausea 11 (20.0) 6 (21.4) 3 (17.6)

Diarrhoea 10 (18.2) 4 (14.3) 1 (5.9)

Dyspnoea 10 (18.2) 4 (14.3) 2 (11.8)

Arthralgia 8 (14.5) 2 (7.1) 2 (11.8)

Influenza 8 (14.5) 5 (17.9) 2 (11.8)

Nasopharyngitis 8 (14.5) 3 (10.7) 3 (17.6)

Pain in extremity 8 (14.5) 3 (10.7) 2 (11.8)

Epistaxis 7 (12.7) 6 (21.4) 4 (23.5)

Fatigue 7 (12.7) 1 (3.6) 0

Rash 7 (12.7) 3 (10.7) 3 (17.6)

Flushing 6 (10.9) 2 (7.1) 2 (11.8)

Hypokalaemia 6 (10.9) 4 (14.3) 1 (5.9)

Palpitations 6 (10.9) 4 (14.3) 2 (11.8)

*TEAE results as of 26 July 2024. OLE, open-label extension; PVR, pulmonary vascular resistance; RHC, right heart catheterization.

• Acknowledging the limitations of an open-label study and post-hoc 
analysis, longer-term treatment with seralutinib resulted in continued 
PVR improvement through 72 weeks of treatment in a low-risk, heavily 
treated population

• In the PVR responder group, median PVR improvement was 32%  
(range: −17% to −62%) and three patients achieved an absolute PVR  
<200 dynes*s/cm5 

• Improvements in mPAP and CO contributed to the PVR improvement
• PVR responders showed concordant improvements in functional capacity 

(6MWD)
• Seralutinib was well tolerated, with no new safety signals emerging over  

the OLE treatment period to date
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