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Studienziele Primary Endpoint: PFS - Progression Free Survival (from randomization to first 
occurrence of disease progression) 
Secondary Endpoints: Overall survival (OS), Overall Response Rate (ORR), 
Duration of Clinical Benefit (DCB) 

Rekrutierung Rekrutierungsbeginn international Mai 2018, Deutschland November 2018 

Zentren 134 Zentren in 34 Ländern, 13 Zentren in Deutschland 

Einschlusskriterien • Histologic or cytologic proven, non-resectable carcinoma of unknown 
primary (adenocarcinoma or poorly differentiated carcinoma or squamous 
cell carcinoma) 

• Measurable tumor lesion(s) according to RECIST criteria 
• WHO PS 0 to 1 
• Signed written informed consent 
• ≥18 years of age 
• Sufficient tumor tissue sample (for NGS-testing) 
• No prior lines of chemotherapy 
• Life expectancy >= 12 weeks 
• Effective contraception for both male and female subjects if the risk of 

conception exists 
• Adequate hematologic and organ function 

Ausschlusskriterien • CNS-metastases or leptomeningal disease 
• Spinal cord compression not definitely treated 
• Non epithelial cancer 
• Patients belonging to subsets of CUP with good prognosis: 

o Women with axillary node metastasis as predominant tumor 
site 

o Women with papillary adenocarcinoma of the peritoneal cavity 
o Men with poorly diff. ca. with midline distribution 
o Squamous cell carcinoma in cervical lymph nodes 
o Poorly diff. neuroendocrine tumors 
o Men with blastic bone metastases and elevated PSA 
o Isolated inguinal adenopathy 
o Single, potentially resectable tumor site 

• Investigational agents or participation in clinical trials within 28 days before 
treatment start in this study 

• Clinically relevant coronary disease, renal disease, (dialysis), HIV, active 
tuberculosis, major surgery within 4 weeks before study entry, severe 
allergic reaction to study drugs 
 

Therapieschema • 3 cycles platinum doublet (carboplatin/paclitaxel or cisplatin/gemcitabine) 
(During this time: molecular genomic profiling) 
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• If CR, PR, SD: randomize 3:1: molecular guided therapy or inv. choice vs. 

platinum doublet continuation 
• If PD: molecular guided therapy or inv. choice 

Tumorevaluierung According to RECIST-criteria 1.0 

 
 
 


