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Studientitel 

RACE 

Neoadjuvante Radiochemotherapie versus Chemotherapie 
für Patienten mit lokal fortgeschrittenem, potentiell 
resektablen Adenokarzinom des ösophagogastralen 
Übergangs – eine Phase III Studie der AIO 
(Arbeitsgemeinschaft Internistische Onkologie), ARO 
(Arbeitsgemeinschaft Radiologische Onkologie) und 
DGAV (Deutsche Gesellschaft für Allgemein- und 
Viszeralchirurgie) 

EudraCT-Nummer 2018-001728-20 

ClinicalTrials.gov Identifier NCT04375605 
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1. Histologically proven, locally advanced and potentially 
resectable adenocarcinoma of the gastroesophageal 
junction (GEJ) (Siewert I- III) that is: cT3-4, any N, M0 
or cT2 N+, M0 according to AJCC 8th edition 

2. Patients* must be candidates for potential curative 
resection as determined by the treating surgeon 

3. ECOG performance status 0-1 

4. Age 18 years or above 

5. Adequate hematologic function with absolute neutrophil 
count (ANC) ≥ 1.5 x 10^9/l, platelets ≥ 100 x 10^9/l and 
hemoglobin ≥ 9.0 mg/dl 

6. INR <1.5 and aPTT<1.5 x upper limit of normal (ULN) 
within 7 days prior to randomization 

7. Adequate liver function as measured by serum 
transaminases (ASAT, ALAT) ≤ 2.5 x ULN and total 
bilirubin ≤ 1.5 x ULN 

8. Adequate renal function with serum creatinine ≤ 1.5 x 
ULN 

9. QTc interval (Bazett*) ≤ 440 ms 

10. Written informed consent obtained before 
randomization 
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11. Negative pregnancy test for women of childbearing 
potential within 7 days of commencing study treatment. 
Males and females of reproductive potential must 
agree to practice highly effective*** contraceptive 
measures during the study and for 6 months after the 
end of study treatment. Male patients must also agree 
to refrain from father a child during treatment and up to 
6 months afterwards and additionally to use a condom 
during treatment period. Their female partner of 
childbearing potential must also agree to use an 
adequate contraceptive measure. 

o *There are no data that indicate special gender 
distribution. Therefore, patients will be enrolled 
in the study gender-independently. 

o ** formula for QTc interval calculation (Bazett): 
QTc= ((QT) "̅ (ms)" )/√(RR (sec))= ((QT) "̅ (ms)" 
)/√(60/(Frequence (1/min))) 

o *** highly effective (i.e. failure rate of <1% per 
year when used consistently and correctly) 
methods: intravaginal and transdermal 
combined (estrogen and progestogen 
containing) hormonal contraception; injectable 
and implantable progestogen-only hormonal 
contraception; intrauterine device (IUD); 
intrauterine hormone-releasing system (IUS); 
bilateral tubal occlusion; vasectomised partner; 
sexual abstinence (complete abstinence is 
defined as refraining from heterosexual 
intercourse during the entire period of risk 
associated with the study treatments). 

 


