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 Phase 1a and 1b CTX-009 Safety DataCTX-009: A Novel DLL4 x VEGF-A Bispecific Antibody

 CTX-009 Phase 1 Study Design 

 

 Protocol Number:  CTX-009-002   
Status:  Active, recruiting

 ClinicalTrials.gov Identifier 
NCTC05506943

 Contact:  
  CTX-009-002@compasstherapeutics.com 

CTX-009 is a: 
 bispecific antibody blocking DLL4 (Notch-1 ligand) and VEGF-A 

(soluble ligand)  
 Does not lead to ADCC, Fc inactive 
 Binds to its targets with 2:2 valency
 At 10 mg/Kg, CTX-009 has approximately the same VEGF-A 

capturing ability as bevacizumab (Avastin)
 The only DLL4 X VEGF bispecific that  demonstrated 

monotherapy activity in the clinic in colorectal and gastric cancer 

Phase 1a: 
Dose Escalation Monotherapy Study 

N=45: Gastric, CRC, Other 
Nine dose-escalation cohorts (0.3-17.5 mg/kg)
Four dose-expansion cohorts (7.5-15 mg/kg)

Phase 1b: 
Combination Study with Chemotherapy

N=17: 4 arms, multiple indications
1. CTX-009 10.0 mg/kg + paclitaxel
2. CTX-009 10.0 mg/kg + irinotecan 
3. CTX-009 12.5 mg/kg + paclitaxel
4. CTX-009 12.5 mg/kg + irinotecan

ORR = 37.5% 
CBR = 91.5%

Phase 1a Monotherapy (n= 45)

 9 partial responses (PRs) for a 37.5% ORR (defined in study objectives)  in 
patients treated in the second-and third-line settings (64% ORR of patients 
treated in the second-line setting)

 Adverse event profile similar to Phase 1 studies

Patients will be stratified by:
 Stage: Locally advanced vs. 

Metastatic
 Anatomic subsite of primary 

tumor: intrahepatic 
cholangiocarcinoma vs. other 
(extrahepatic 
cholangiocarcinoma, 
gallbladder, or ampullary)

 Eastern Cooperative 
Oncology Group (ECOG): 
Performance status (0 vs. 1)

 Phase 2 CTX-009 Secondary Endpoints: PFS **

 Study Details  and Contact 
Information 
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 Phase 1b CTX-009 Combination Study

 Phase 1a CTX-009 Monotherapy (all doses) *

Phase 1b Combination (n=17) 

 Phase 2 CTX-009 Combination Study – Patient Demographics**

 Phase 2 CTX-009 Data 

 Phase 2/3 CTX-009-002 (COMPANION-002) Study 

 CTX-009-002 (COMPANION-002) Active U.S. Sites as of 
16-Oct-2023

 Phase 2: Treatment-Emergent ≥ 
Grade 3 Adverse Events (>10% pts) 
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