
 

S. 1 von 2 
 

Studientitel 
Avelumab + Paclitaxel/ Ramucirumab als 
Zweitlinientherapie beim gastro-ösophagealen 
Adenokarzinom: eine Phase-II-Studie der AIO - RAP-
Studie 

EudraCT-Nummer 2018-002938-20 

Sponsor Charité - Universitätsmedizin Berlin 

Prüfarzt PD Dr. Peter Thuß-Patience 
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Charité - Universitätsmedizin Berlin  
Campus Virchow-Klinikum  
Augustenburger Platz 1, 13353 Berlin 

Tel. +49 30 450 553 868   

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

Wichtigste Einschlusskriterien 

 

1. Signed written informed consent 

2. Male or female ≥ 18 years of age 

3. Histologically proven gastric adenocarcinoma including 
adenocarcinoma of the esophagogastric junction 

4. Metastatic or locally advanced disease, not amenable to 
potentially curative resection 

5. Documented objective radiological or clinical disease 
progression during or within 6 months of the last dose of first-
line platinum and fluoropyrimidine doublet with or without 
anthracycline, docetaxel or trastuzumab. 
Neoadjuvant/adjuvant treatment is not counted unless 
progression occurs <6 months after completion of the 
treatment. In these cases neoadjuvant/adjuvant treatment is 
counted as first line. 

6. Measurable or non-measurable but evaluable disease 
determined using guidelines RECIST 1.1 

7. ECOG performance status 0-1 

8. Life expectancy > 12 weeks 

9. Adequate hematological, hepatic and renal functions: 

a) Absolute neutrophil count (ANC) ≥ 1.5 x 109/L 

b) Platelet count ≥ 100 x 109/L 
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c) Hemoglobin ≥ 9 g/dl (may have been transfused) 

d) Total bilirubin ≤ 1.5 times the upper limit of normal (ULN) 
and AST and ALT ≤ 2.5 x ULN in absence of liver metastases, 
or ≤ 5 x ULN in presence of liver metastases; AP ≤ 5 x ULN 

e) Estimated creatinine clearance ≥ 30 mL/min according to 
the Cockcroft-Gault formula (or local institutional standard 
method) 

f) Urinary protein ≤ 1+ on dipstick or routine urinalysis (UA; if 
urinedipstick or routine analysis is ≥ 2+, a 24-hour urine 
collection for protein must demonstrate < 1000 mg of protein in 
24 hours to allow participation in this protocol) 

g) Adequate coagulation function as defined by International 
Normalized Ratio (INR) ≤ 1,5 ULN, and a partial 
thromboplastin time (PTT) ≤ 5 seconds above the ULN (unless 
receiving anticoagulation therapy). Patients receiving 
warfarin/phenprocomon must be switched to low molecular 
weight heparin and have achieved stable coagulation profile 
prior to first dose of protocol therapy. 

10. Women of child-bearing potential must have a negative 
urine or serum pregnancy test 

11. Highly effective contraception for both male and female 
subjects throughout the study and for at least 30 days after 
last avelumab and at least 3 months after last ramucirumab 
treatment administration if the risk of conception exists 

12. Ability to comply with scheduled assessments and with 
management of toxicities. 


