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Studientitel 

FIRE-6 -  Avelumab added to FOLFIRI plus Cetuximab 
followed by Avelumab maintenance in patients with 
previously untreated RAS/BRAF wild-type metastatic 
colorectal cancer - The phase II FIRE-6-Avelumab 
study 

EudraCT-Nummer 2018-002010-12 

Sponsor LMU München 

Ansprechpartner Prof. Dr. med. Sebastian Stintzing 

Kontakt Studienzentrale 
 

An-
schrift 

Charité - Universitätsmedizin Berlin  
Campus Benjamin Franklin 
Hindenburgdamm 30, 12203 Berlin 

Tel. +49 30 450 513 002   

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

Wichtigste Einschlusskriterien 
1. Histologically confirmed, UICC stage IV adenocarcinoma of 
the colon or rectum with metastases (mCRC), metastases 
primarily non resectable or surgery refused by the patient 

2. RAS wild-type tumour status (KRAS and NRAS, exon 2, 3, 
4) and BRAF wild-type tumour status (V600, exon 15) (proven 
in the primary tumour or metastasis) 

3. Adult patients ≥ 18 years 

4. ECOG performance status 0-1 

5. Patients suitable for chemotherapy administration 

6. Patient's written declaration of consent obtained 

7. Estimated life expectancy > 3 months 

8. Presence of at least one measurable reference lesion 
according to the RECIST v1.1 criteria 

9. Tumour tissue available for molecular and genetic profiling 
regarding BRAF/RAS mutation status and MSI Status 

10. Females of childbearing potential (FCBPs) must agree to 
use highly effective contraceptive measures (Pearl index <1) 
or practice true abstinence from any heterosexual intercourse 
(true abstinence is acceptable if this is in line with the patient’s 
preferred and usual lifestyle) for the duration of study 
treatment and at least 6 months after the last study treatment. 
A woman will be considered as being of childbearing potential 
unless she is at least 50 years old and has gone through 
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menopause for at least 2 years or has been surgically 
sterilised. 

11. Males must agree to use condoms or practice true 
abstinence from any heterosexual intercourse (true abstinence 
is acceptable if this is in line with the patient’s preferred and 
usual lifestyle) for the duration of study treatment and at least 
6 months after the last study treatment. Male patients must 
refrain from donating sperm during the study until 6 months 
after the administration of the last study medication. 

12. Adequate bone marrow function: 

a) Leukocytes ≥ 3.0 x 109/L with neutrophils ≥ 1.5 x 109/L 

b) Thrombocytes ≥ 100 x 109/L 

c) Haemoglobin ≥ 5.6 mmol/L (equivalent to 9 g/dL) 

13. Adequate hepatic function: 

a) Serum bilirubin ≤ 1.5 x upper limit of normal (ULN) 

b) ALT and AST ≤ 2.5 x ULN (in the presence of hepatic 
metastases, ALT and AST ≤ 5 x ULN) 

c) INR < 1.5 and aPTT < 1.5 x ULN (patients without 
anticoagulation). Therapeutic anticoagulation is allowed if INR 
and aPTT have remained stable within the therapeutic range 
for at least 2 weeks. 

14. Adequate renal function: Creatinine clearance (calculated 
according to Cockcroft and Gault) ≥ 50 mL/min 

15. Adequate cardiac function: ECG and echocardiogram with 
a LVEF of ≥ 55% 

16. No previous chemotherapy for metastatic disease. Patient 
with need of immediate treatment (high tumour load, 
symptoms) may have received one application of FOLFIRI 
prior to study entry. 

17. Time interval since last administration of any previous 
neoadjuvant/adjuvant chemotherapy or radiochemotherapy of 
the primary tumour in curative treatment intention ≥ 6 months. 

18. Any relevant toxicities of prior treatments must have 
resolved 

19. Patient covered by health insurance 


