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Study Design
 CTX-009 is being evaluated in an open-label, randomized, controlled study in patients with previously treated, advanced, 

or metastatic BTC (intrahepatic cholangiocarcinoma, extrahepatic cholangiocarcinoma, gallbladder, or ampullary)  
 150 patients will be randomized in a 2:1 ratio to receive either CTX-009 plus paclitaxel or paclitaxel alone. This means 

twice as many patients will receive the study drug CTX-009 combined with paclitaxel compared to those receiving 
paclitaxel alone. 

 On treatment days, IV infusion times for CTX-009 and/or paclitaxel are each one hour.

Study Contact Information 

Phase 2 CTX-009 plus Paclitaxel Data2 
 A Phase 2 Study conducted in South Korea, enrolled 24 patients with BTC, these patients had received 1 or 2 prior lines of 

chemotherapy treatments. Patients received 10 mg/kg of CTX-009 on days 1 and 15 plus paclitaxel 80 mg/m2 on days 1, 8, and 15 
of a 28-day cycle. 

  The primary endpoint of this study was the Overall Response Rate (ORR), which is the proportion of patients who have a partial or 
complete response to the therapy. Nine partial responses, for a 37.5% ORR were observed in patients treated in the second- and 
third-line settings.
  The median progression-free survival was 9.4 months and the survival rate at one year was 53%.

 CTX-009 is a bispecific antibody designed to target 
the immune system.

 CTX-009 can bind two targets simultaneously, 
VEGF-A and DLL4.
1. VEGF-A (Vascular Endothelial Growth Factor-A) 

is a signal protein that helps new blood vessels 
form in a tumor and increases the amount of 
DLL4 expressed on cells that line your blood 
vessels.

2. DLL4 (Delta Like Ligand 4) is a protein which 
uses VEGF-A expression to help blood vessels 
form and makes tumors grow.

 Preclinical and animal studies suggest the 
combined inhibition of both VEGF and DLL4 might 
synergistically disrupt blood vessel formation, know 
as angiogenesis, within tumors. 

Introduction and Study Rationale 
The purpose of the COMPANION-002 study is to define the safety and 
anti-tumor activity of a new research drug called CTX-009 in patients with 
biliary tract cancer (BTC). This study will also use paclitaxel, which is a 
chemotherapy drug. CTX-009 is an investigational drug, which has not yet 
been approved by the FDA for medical use outside of a clinical trial.

 Patients who received FOLFOX (folinic acid (leucovorin, FOL), 
fluorouracil (5-FU, F), and oxaliplatin (Eloxatin, OX), in the second line 
setting unfortunately, has only shown a 5% overall response rate in 
patients.1

 CTX-009 has demonstrated promising antitumor activity in patients 
with advanced cancer as monotherapy and in combination with 
chemotherapy.

Inhibition of Angiogenesis               Reduced Cancer Cell Growth 

Paclitaxel Phase 1B CTX-009 plus Irinotecan or Paclitaxel  
 A Phase 1b study conducted in South Korea, evaluated CTX-009 in combination with chemotherapy (irinotecan or paclitaxel).
 In a Phase 1b study, 4 patients with BTC experienced a Partial Response, which means a patient’s tumors decreased by more than 

30%. Two of these patients who were on both CTX-009 at 10mg/kg and paclitaxel at 80mg/m2 experienced tumor shrinkage of 
41.4% and 61.6%.

 Both patients had multiple prior therapies, and were on study for more than a year, with durable responses for more than 9 months 
each.

 Data from this study led to a new Phase 2 study in patients with BTC, including cholangiocarcinoma, using paclitaxel.

Crossover Note: 
Patients who are initially randomized to receive paclitaxel alone, have the option to ‘crossover’ into the study arm where 
patients receive both CTX-009 and paclitaxel if their disease worsens while on treatment. This decision will be discussed 
with the Investigator, Study Doctor, and the patient to determine if they are eligible. 

CTX-009-002 (COMPANION-002) Key Eligibility Criteria 

Comprehensive Inclusion and Exclusion criteria can be found at ClinicalTrials.gov NCTC05506943    

CTX-009-002 (COMPANION-002) Active U.S. Sites

Safety and Adverse Reactions 
 Adverse events were observed in ≥ 10% (more than 3 of 24) study participants who received CTX-009 in combination with paclitaxel
  Serious adverse events observed in this Phase 2 study included: neutropenia (low white blood cell count), anemia (low red blood    

  cell count), hypertension (high blood pressure), and thrombocytopenia (low platelet blood count). Decreases in blood counts are a   
  known side effect of paclitaxel and high blood pressure is a known effect for drugs that target VEGF-A. 

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

Arizona
Mayo Clinic, Phoenix
University of Arizona, Tucson

California
University of Southern California 
Norris Comprehensive Cancer 
Center, Los Angeles
Stanford Medicine Cancer Center, 
Palo Alto
University of California San 
Francisco, San Francisco

Colorado
Rocky Mountain Cancer Centers, 
Aurora

Delaware
Medical Oncology Hematology 
Consultants,  Newark

Florida
University of Florida, Gainesville
Mayo Clinic Jacksonville, Jacksonville
AdventHealth Orlando, Orlando

Illinois
Northwestern University, Chicago
University of Chicago, Chicago

Louisiana
Ochsner Clinic Foundation, New 
Orleans

Maryland
Johns Hopkins University, Baltimore

Massachusetts
Massachusetts General Hospital, 
Boston

Minnesota
Mayo Clinic Rochester, Rochester

Missouri 
Washington University School of 
Medicine, Siteman Cancer Center, 
Saint Louis

New Jersey
Rutgers Cancer Institute, New 
Brunswick

New Mexico
The University of New Mexico, 
Albuquerque
Memorial Medical Center, Las 
Cruces

New York
Montefiore Medical Center, Bronx
Roswell Park, Buffalo
Columbia University, New York

Ohio
Grabrail Cancer Center, Canton
Cleveland Clinic, Cleveland

Tennessee
University of Tennessee Medical 
Center, Knoxville
SCRI Oncology Partners, 
Nashville 

Texas
Texas Oncology, Austin
Texas Oncology, Baylor Charles A. 
Sammons Cancer Center, Dallas
Texas Oncology, Denison
Texas Oncology, San Antonio
Texas Oncology, Northeast Texas, 
Tyler
The University of Texas MD 
Anderson Cancer Center, Houston

Washington
Northwest Cancer Specialists, 
Vancouver

You have bile duct cancer that cannot be removed by surgery, has spread to other parts of the body, and has progressed 
after 1L treatment with gemcitabine and platinum-containing chemotherapy. 

You feel well enough to do most of your daily activities without help (ECOG performance status of 0 or 1).
There is no active serious infection in your body, and your liver is working well enough to process bile properly.
Your blood counts, liver function, and kidney function are all at levels that are considered safe for treatment.
You do not have tubes placed in your liver to help with bile drainage (percutaneous transhepatic biliary drains).
You do not have certain heart problems like uncontrolled hypertension.
You do not have a history of disease that causes heavy bleeding.
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