
Ellipses Pharma presents ‘encouraging’ data on next generation selective RET 
inhibitor EP0031 at ASCO 2023 annual conference 

Data of the Phase 1 Study of KL590586 (EP0031/A400), presented at ASCO, reported preliminary efficacy and 
safety for a total of 109 patients. EP0031/A400 is a potent next generation specific RET inhibitor with broad 
activity against common RET fusions and mutations, including solvent front resistance mutations. Therefore, 
EP0031/A400 may have the potential to overcome resistance to first generation RET inhibitors. 

Safety: A400/EP0031 was generally well tolerated with most treatment-related adverse events grade 1-2.  

 

Efficacy: In the overall RET-altered tumor population, patients who received A400/EP0031 at doses between 
40 and 120mg once a day had an objective response rate of 60% with a disease control rate of 90%.  

 

 



Two specific treatment cohorts were highlighted:  

• Patients, with previously untreated RET-fusion positive advanced NSCLC with an objective response rate 
of 80.8% (21/26 patients). 

• Patients with RET-fusion positive NSCLC who had received prior systemic treatment, including chemo-
immunotherapy, with an objective response rate of 69.7% (23/33 patients). Disease control rates of >96% 
were reported for each cohort. 

 

Importantly, evidence of clinical activity was also reported in cohorts of patients with brain metastases as well as 
patients that had received prior 1st generation SRI. 

 
EP0031/A400 is the subject of a global, modular Phase 1/2 trial to evaluate safety, tolerability and efficacy in 
patients with advanced RET-altered tumors. The study is open in multiple sites across the US (NCT05443126) 
https://happylungsproject.org/current-clinical-trials/.   
 



CLINICAL STUDY FOR PATIENTS WITH RET+ SOLID TUMOURS

New sites are being recruited 
please scan QR for updates

EP0031 is a novel experimental drug which has the potential to overcome resistance that some cancers can develop to 
first generation selective RET inhibitors, it’s being investigated in a Phase 1/2 study in the US and EU

Active Site Contact

Site 1: UCLA (USA)
Site 2: Providence Portland Medical Centre (USA)
Site 3: University of Kentucky (USA)
Site 4: MD Anderson Cancer Center (USA)
Site 5: Vall d’Hebron (Spain)
Site 6: Ramon y Cajal (Spain)

agianoukakis@lundquist.org
matthew.taylor@providence.org
susanne.arnold@uky.edu
vsubbiah@mdanderson.org
egarralda@vhio.net
pgarrido@salud.madrid.org
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Patients will 
receive different 
doses of the study 
drug to find out 
which is best to 
give to adult 
patients with RET-
altered solid 
tumours  

ENROLLING NOW

1. All patients with RET altered solid tumours

2. Patients may be enrolled regardless of
whether they have been previously treated
with an SRI

3. Patients with spinal cord compression,
stable brain metastasis or those living with
HIV may be enrolled

CLINIC VISITS

1. Cycle 1: Five visits to
clinic

2. Subsequent cycles:
Two visits to clinic

3. Each cycle is 28 days
long

4. Patient expenses will
be reimbursed

Study has planned expansion cohorts

DOSE FINDING MODULE


