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Studientitel 

A Randomized Phase 3 Study of AM0010 in 
Combination with FOLFOX Compared with FOLFOX 
Alone as Second-line Therapy in Patients with 
Metastatic Pancreatic Cancer that has Progressed 
During or Following a First-Line Gemcitabine 
Containing Regimen (SEQUOIA) 

EudraCT-Nummer 2016-003858-33 

ClinicalTrials.gov Identifier NCT02923921 

Sponsor Eli Lilly and Company 

Prüfarzt Priv.-Doz. Dr. med. Uwe Pelzer 

Kontakt Studienzentrale 
 

An-
schrift 

Charité - Universitätsmedizin Berlin  
Campus Virchow-Klinikum  
Augustenburger Platz 1, 13353 Berlin 

Tel. +49 30 450 553 844   

Kontakt Cancer-Hotline +49 30 450 564 222    Email:  cccc@charite.de 

Studienziel To compare the efficacy of AM0010 in combination with 
FOLFOX versus FOLFOX alone in patients with metastatic 
pancreatic cancer as measured by OS. 
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1. The presence of metastatic pancreatic adenocarcinoma 
plus 1 of the following:  
a. Histological diagnosis of pancreatic adenocarcinoma 
confirmed pathologically,  
OR  
b. Pathologist confirmed histological/cytological diagnosis of 
adenocarcinoma consistent with pancreas origin in 
conjunction with either:  
i. The presence of a mass in the pancreas, OR  
ii. A history of resected pancreatic adenocarcinoma.  
2. Measureable disease per RECIST v.1.1  
3. Patient must have documented tumor progression during or 
following a gemcitabine containing regimen to treat metastatic 
disease. Diagnosis of progression (by computed tomography 
(CT) or magnetic resonance imaging (MRI) or clinical 
progression) must be within 28 days prior to randomization.  
4. Only one prior gemcitabine containing therapy and no other 
prior therapies for metastatic disease.  
5. Diagnosis of tumor progression (by CT or MRI scan or 
clinical progression) on first -line therapy within 28 days prior 
to randomization. If clinical progression of disease is 
observed, a spiral CT or MRI scan will be obtained to confirm 
disease progression. The RECIST v.1.1 guideline 
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recommends spiral CT images of chest, abdomen, and pelvis 
should be performed.  
6. Male or non-pregnant, non-lactating female, ≥ 18 years or 
age.  
a. If a female patient is of child-bearing potential, as evidenced 
by regular menstrual periods, she must have a negative serum 
pregnancy test (β-hCG) documented prior to the first 
administration of study drug.  
b. If sexually active, the patient must agree to use 
contraception considered adequate and appropriate by the 
Investigator during the period of administration of study drugs. 
In addition, male and female patients must utilize 
contraception after the end of the treatment as recommended 
in the individual drugs comprising FOLFOX product’s 
Summary of Product Characteristics or Prescribing 
Information provided in the study manual and the Clinical Trial 
Facilitation Group.  
7. Provide signed written informed consent.  
8. 8. Eastern Cooperative Oncology Group (ECOG) 
Performance Status (PS) of 0-1.  
9. Patient must have completed prior chemotherapy and any 
investigational therapy at least 2 weeks (washout period) prior 
to randomization and recovered from toxicity to Grade 1 or 
baseline.  
10. Patients must not have received previous radiation therapy 
or surgery for the treatment of pancreatic cancer (e.g. Whipple 
or pancreatectomy etc.). Patients having received gemcitabine 
or any other chemotherapy in the adjuvant setting are not 
eligible for this study.  
11. Willingness and ability to comply with study requirements.  
12. Patient has adequate organ function by the following 
laboratory assessments at baseline (obtained ≤21 days prior 
to randomization):  
Hematologic  
* Platelets ≥100×109/L  
* Hemoglobin ≥9.0 g/dL  
* Absolute Neutrophil Count (ANC) ≥1.5×109/L  
* Patient has acceptable coagulation values obtained ≤21 
days prior to randomization as demonstrated by prothrombin 
time (PT) and partial thromboplastin time (PTT) ≤1.5 ULN (if 
on Coumadin, patient must be changed to LMW heparin 
(LMWH) or on Factor Xa anticoagulant with a half  
-life of less than 24 hours.  
Hepatic  
* AST/ALT ≤ 3 × ULN (if liver metastases are present, ≤ 5 × 
ULN)  
* Alkaline phosphatase ≤ 2.0 × ULN (if liver metastases are 
present, ≤ 5 × ULN)  
* Total bilirubin ≤ 1.5 × ULN  
* Albumin ≥ 3.0 g/dL  
Renal  
* Serum creatinine < 2.0 g/dL or calculated creatinine 
clearance ≥ 60 mL/min for patients with serum creatinine 
levels above the institutional normal value. If using creatinine 
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clearance, actual body weight should be used for calculating 
creatinine clearance (e.g., using Modification of Diet in Renal 
Disease (MDRD) formula, (Levey, Coresh et al. 2006). For 
patients with a body mass index (BMI) > 30 kg/m2, lean body 
weight should be used instead.  
13. Patient must have a life expectancy of ≥ 4 months in the 
opinion of the Investigator  
14. Patients who have peripheral neuropathy must be < Grade 
2  
15. No known history of dihydropyrimidine dehydrogenase 
deficiency (DPD) 

Quelle: https://clinicaltrials.gov/ct2/show/record/NCT02923921 
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