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From Real World Data to Real World Evidence FiOCA Study: Comparative Transplant-Free 
Survival in Primary Biliary Cholangitis Patients Receiving Obeticholic Acid or Fibrates.

METHODS

The management of primary biliary cholangitis (PBC) 

has become increasingly complex with the growing 

number of second-line therapies. Global practice 

patterns vary substantially, and the limited survival data 

available for patients receiving second-line treatment 

contribute to uncertainty in therapeutic decision-making. 

This study aimed to compare transplant-free survival in 

PBC patients treated with second-line agents within the 

Global PBC cohort.

BACKGROUND AND AIMS

CONCLUSIONS

In this large, international cohort, transplant-free survival did not differ between patients treated with fibrates or OCA once cirrhosis was accounted for. 

Established cirrhosis, higher ALP levels, and delays in initiating second-line therapy were independently associated with adverse outcomes. These 

findings underscore the importance of timely escalation to second-line treatment in UDCA non-responders and highlight clinical factors that may better 

inform therapeutic decisions across diverse practice settings.

RESULTS
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We performed a retrospective, international cohort 

study including PBC patients on second-line therapy 

across 40 liver centers in Europe, Japan, South 

America, and North America. Clinical, biochemical, and 

treatment data were collected at diagnosis and at the 

start of second-line therapy. Only patients receiving a 

single agent were eligible for inclusion. 

Biochemical response to second-line treatment. 

Transplant-free survival in patients on second-line treatment stratified by type of 
treatment. 

Transplant-free survival in patients on second-line treatment stratified by response. 
Partial response = ALP < 1.67 x ULN; complete response = ALP < 1.0 x ULN.
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