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AIO-assoziierte Studie  

Studiennummer/-Code: AIO-HEP/STO-0219/ass  //  PLATON 
Status: recruting 

Rekrutierungszeitraum: FPI 25.11.2020, LPI planned Q4-2023 

Weitere Zentren: The PLATON Network is open  

Zentren: 66 sites actively recruiting 

Patienten:    Planned: N=400 (PLATON pilot)  
Recruited: N=300  (PLATON pilot) 
 

Letzte Aktualisierung 1st of October 2023 
  

APPLICANT/ 
COORDINATING 
INVESTIGATOR 

Prof. Dr. med. Arndt Vogel 
Hannover Medical School 
Department of Gastroenterology, Hepatology and Endocrinology  
Carl-Neuberg-Str 1, 30625 Hannover 
Tel.: +49 176 1 532 9590  
Email: vogel.arndt@mh-hannover.de 

STUDY OFFICE Frankfurter Institut für Klinische Krebsforschung IKF GmbH 
am Krankenhaus Nordwest 
Steinbacher Hohl 2-26, 60488 Frankfurt/Main 
 
Bianca Zäpf 
Tel: +49 (0) 69 / 5899 787 - 78 
Email: zaepf.bianca@ikf-khnw.de 

SPONSOR Frankfurter Institut für Klinische Krebsforschung IKF GmbH 
am Krankenhaus Nordwest 
Steinbacher Hohl 2-26, 60488 Frankfurt/Main 

CONDITION Hepatocellular Cancer ; Intra- and extrahepatic Cholangiocellular Carcinoma; 
Gallbladder Cancer ; Pancreatic Cancer ; Esophagogastic Cancer 

OBJECTIVE(S) The objectives of this study are to assess the distribution of mutations (incl. 
TMB and MSI status) in systemically treated patients with locally advanced 
or metastatic HCC, intra- and extrahepatic CCA, GBCA, PDAC and gastric 
cancer. 
Another important objective is to evaluate whether and how many patients 
are treated by their investigators based on their genomic profiles. 
Additionally, we aim to evaluate the heterogeneity of targetable alterations in 
paraffin specimen vs. cfDNA. 

INTERVENTION(S) Next generation sequencing (NGS) via FoundationOne Liquid and 



FoundationOne CDx (provided for study sites) 
KEY EXCLUSION 
CRITERIA 

• Not able to understand all implications of study participation 
• No written informed consent 
• Age < 18 years 

KEY INCLUSION CRITERIA • Histologically confirmed diagnosis of hepatocellular carcinoma or 
intra-/extrahepatic cholangiocarcinoma or gallbladder carcinoma or 
pancreatic ductal adenocarcinoma or esophagogastric 
adenocarcinoma in the advanced setting and no local curative 
therapy available 

• Standard first line therapy is planned, or patient is currently receiving 
first line therapy (started within the last 2 months before enrolment) 

• ECOG 0-2 
• Life expectancy ≥ 6 months 

OUTCOME(S) Primary Objectives 
• To assess the frequency of targetable mutations (incl. tumor 

mutational burden (TMB) and microsatellite instability (MSI) status) 
based on the cohort study 

Secondary Objectives 
• To assess the frequency of targetable mutations (incl. tumor 

mutational burden (TMB) and microsatellite instability (MSI) status) 
per disease group 

• To analyze the number of patients receiving therapies based on their 
genomic profile 

• To evaluate the number of differences (heterogeneity) in targetable 
alterations in paraffin embedded specimen vs. cfDNA 

STUDY TYPE PLATON pilot-study is interventional non-AMG study embedded in the 
PLATON Network platform, a prospective, multicentre, observational cohort 
study with biobanking 

STATISTICAL ANALYSIS This is an exploratory study, and the main goal is to generate hypotheses. It 
is not planned to test any statistical hypotheses in a confirmatory sense. All 
statistical analyses are exploratory even if confirmatory methods are used. 

SAMPLE SIZE n=400 
STUDY DURATION Duration of recruitment (pilot-phase): 36 months 

PARTICIPATING CENTERS 66 sites actively recruiting in PLATON’s pilot phase 
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