
PBC CLINICAL TRIAL 
and your opportunity to participate

The RESPONSE study is seeking people living with primary biliary cholangitis 
(PBC) for a Phase 3 clinical research study being conducted to learn more about 
the effectiveness and safety of a new investigational drug, seladelpar.
PBC is a rare, chronic, and potentially life-threatening liver disease that causes progressive 
destruction of the bile ducts and is associated with symptoms such as fatigue, itching and 
yellowing of the skin. While medication can slow the progression of PBC, there remains an 
unmet need for new therapies with improved efficacy, safety, and tolerability.

The RESPONSE study is enrolling patients who have been using ursodeoxycholic acid 
(UDCA or ursodiol) but have not achieved the recommended treatment goal or who 
developed troublesome side effects from UDCA that prevent them from continuing to 
take this treatment. The study will evaluate if seladelpar can improve PBC-related blood 
laboratory tests and can improve symptoms of PBC, such as itching. 

Participation in a clinical study helps provide information on a new drug to learn about 
its safety and effectiveness. If you qualify during the screening period and you want 
to participate, you’ll receive the study drug or placebo to take orally (by mouth) one 
time each day for 52 weeks. After participation in this study, you may be offered the 
opportunity to participate in the ASSURE long-term study of seladelpar. Everyone in the 
ASSURE long-term study will receive seladelpar (5 or 10 mg) for up to five years, at no 
cost, or until seladelpar is available for sale after its first commercial approval, or the study 
is discontinued, whichever occurs first.

To qualify for this study you must be 18 to 75 years old (inclusive), be diagnosed with 
PBC, have been on a stable and recommended dose of UDCA for the past 12 months or 
have developed troublesome side effects from UDCA that required you to stop taking the 
medication, and have blood laboratory test results of alkaline phosphatase (ALP) at least 1.67 
times the upper limit of normal (ULN) and bilirubin test levels less than two times the ULN.

If you or someone you know is interested in joining 
the study, please visit, www.pbcstudies.com.   


