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PURPOSE / OBJECTIVES

Effi Out H
*Primary Biliary Cholangitis (PBC) is a chronic autoimmune liver disease marked by S I H t P H t ReTe T — s Interpretation
progressive bile duct destruction, leading to cholestasis, fibrosis, and potentially a Ie n OI n S -- -
cirrhosis or liver failure.
Ursodeoxycholic acid (UDCA) is the standard therapy, but ~40% of patients Prima ry bilia ry chola ngi“s (P BC) IS = chronic ALP Reduction MD -42.56 -50.83 to -34.29 Significant
rgs;lnodncll inadeqL;ati!y. OPARS . by - Reduction
*Seladelpar, a selective -6 agonist, shows promise by improving liver H 1 1 1 1 Total Bilirubin Level MD -0.08 -0.18 to 0.02 N isticall
biochem.istry (e.g., ALP levels) and offering anti-inflammatory, antifibrotic, and d UtOI mmune I Iver d I Sease’ p red0m| na ntly affec“ ng re(:)c;cjctiyr:u e “ sigr:i?;cca;:l:tuca i
choleretic benefits.. middle-aged women, often presenting initially with JEREEEE T -2.76 t0 3.68 No meaningful
Databases searched Study selection process fatl gue a n d prU rItU S. [ Safety Outcomes:
Publfed” =, 1, acce | m:“‘“‘"""‘":m] Seladelpar, a selective PPAR-b agonist, is studied as a
o . -8 B s amons . o . No significant
S;? Clinical Trials.gov m = | B treatment for PBC, especially in patients who do not SN seene 083-107 033 40% diffarence
Screening and Data Extraction respond to ursodeoxycholic acid (UDCA). oo
e . . y % No significant
A meta-analysis of 4 studies (n=428, 94.6% female, lsslias R o T
Mechania o Action | =—1— mean age 48) evaluates Seladelpar’s efficacy and safety. Ml PRI IIIS — Incressd
[ ] . e . - .
. ”; ‘*ﬁ n | Significant reduction in serum ALP levels observed with EEGE—— I s Nordlgiians
- g s | = ) 27-1. . b ifference
e T Seladelpar (MD -42.56, 95% Cl -50.83 to -34.29),
b ' _—co . : o . - N 151 078-293 022 0% i
g / - ,\{l;,\f . T suggesting potential benefit in disease activity. e difference
X0 - D . . o ; Increased
= No significant improvement in total bilirubin levels or s as Loas1in oot %
. . . . . . . . No significant
S pruritus scores, indicating limited symptomatic relief. I T o5t difference
« A total of 428 patients from four studies were included; 94.6% were female, with a mean Adve rse effeCtS: I ncreased riSk Of a bd Omi nal pa i n (R R No significant
age of 48 years (range 18-75). . . ere . . . difference
» Primary Outcome: Seladelpar significantly reduced serum ALP levels (Mean Difference 2' 5 6) d nd Nausea (RR 1 . 5 1)’ no Slgn [flca nt d Iffe rences in Asthenia 146 S 262
[MD] -42.56; 95% Cl: -50.83 to -34.29), indicating improvement in cholestasis. Sel‘iOUS adve rse eventS or Other common Side Effects. -
+ Secondary Outcomes: No significant changes were observed in total bilirubin levels (MD - No Al i
008; 95% Cl: -0.18 to 002) orin pruritus scores 24 (MD 046; 95% Cl: -2.76 to 368) C I i n ica I ta kea Wa y: Se I a d eI pa r m ay Offe r bi OCh em ica I Dizziness 0.28 0.06-1.24 0.09 0% difference
» Safety Profile: Increased risk of abdominal pain (Risk Ratio [RR] 2.56; 95% CI: 1.10-6.00) . . .
:'mfj .nause.a (RR 1.51; 95'% Cl: 0.78—?.93) Yvas noted. No significant differences Yvere seen Im prove me nt N P BC b ut |aCkS eV|de nce for Sym ptom No significant
in joint pain, upper respiratory tract infections, overall adverse events, or serious ] . o aE
adverserevents relief and has potential tolerability issues. tEel e e 1%
SUMMARY / CONCLUSION Further large-scale trials are essential to confirm long- No significant
Seladelpar effectively reduces ALP levels in UDCA-refractory PBC, though its 55 lF:RTI (TUppfr 0.87 0.11-6.64 0.89 75% difference
impact on bilirubin and pruritus remains unclear. term safety and to assess clinical outcomes beyond Jlsdis:
Some adverse events like abdominal pain and headache decreased, but no major = H No significant
differences were seen in overall or serious adverse events. blOChem|Ca| ma rke rs. UTI 218 025-19.22 048 61% difference
Further randomized trials with standardized dosing are needed to validate safety,
efficacy, and effects on pruritus and bilirubin.
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