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Methods

Archived fixed formalin (FFPE) tissue samples were collected from 204 
consented BILCAP patients. 

These samples underwent DNA and RNA extraction followed by low-pass 
whole genome sequencing (201 / 204), targeted gene sequencing (39 / 204) 

and RNA sequencing (204 / 204) for copy number analysis (amplification 
defined as copy number ≥ 4), mutation analysis and gene fusion analysis.
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Results
A total of 204 patients were analysed: 

50 had intrahepatic 
cholangiocarcinoma (iCCA), 47 had 
gallbladder cancer (GBC), 96 had 

distal cholangiocarcinoma (dCCA) and 
11 had perihilar cholangiocarcinoma 

(pCCA).
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Background

Translational work to investigate the role of cancer driver genes and other 
potentially targetable mutations in patients enrolled on BILCAP was 

performed on a total of 204 patients.
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Biliary tract cancer is cancer 
of the bile ducts 
(cholangiocarcinoma) and 
gallbladder. 

The BILCAP clinical trial 
established adjuvant 
capecitabine as the standard 
of care treatment in patients 
with resected biliary tract 
cancer. 
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The BILCAP cohort shows a wide variety of driver and 
potentially targetable mutations in unselected biliary tract 

cancer patients, comparable to previous early-stage biliary 
tract cancer datasets. 

Conclusion

FGFR2 fusions 
had no effect on 
overall survival or 
progression-free 

survival.

EGFR 
amplification 

reduces overall 
survival and 

progression-free 
survival.

EGFR may be an important prognostic indicator in biliary 
tract cancer, and an attractive target for systemic anti-

cancer therapy in biliary tract cancer.

FFPE blocks data from further patients from BILCAP 
(particularly patients with perihilar cholangiocarcinoma) is 

currently being processed and analysed. 

Data from other adjuvant clinical trials (JCOG1202: ASCOT 
investigating adjuvant S-1) and data from patients with 

metastatic biliary tract cancer at presentation are also being 
analysed.
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Anatomical 
Subtype

FGFR2 
Fusions

NTRK1 
fusions

FGFR1 
fusions

FGFR3 
fusions

Treg > 0.05 CD4+ > 
0.05

NTRK1 
amplification

ERBB2 
amplification

MET 
amplification

EGFR 
amplification

MDM2 
amplification

iCCA 9 3 3 2 6 6 14 17 7 7 12

pCCA 0 0 0 0 2 0 3 7 0 0 5

GBC 14 1 1 0 11 6 13 11 8 9 9

dCCA 4 0 2 1 24 1 24 56 9 2 42
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