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ȹȼȿɋɆȼ ɆɈũȾɅɃɈɆȼɆ 

ɆɈɀūȺɅɃɁɇɋɁ 

ȹŮɜ ɡ́ɎɟɢŮɘ ůɨɔəɟɞɡůɖ ůɡɛűŮɟɧɜŰɤɜ 

ˊɞɡ ɜŬ ŬűɞɟɎ ůŰɖɜ Ůɜ ɚɧɔɤ ɞɛɘɚɑŬ 



ȹɈɆȾɃȿȼ Ɇɇȼ ŪȺɅȷɄȺȽȷ ȽūɁȺ 
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Ƀɘ ŬůɗŮɜŮɑɠ ˊɞɡ ɏɢɞɡɜ ŮəŰŮɗŮɑ ůŮ ɓɘɞɚɞɔɘəɞɨɠ əŬɘ ɛɘəɟɎ 
ɛɧɟɘŬ ŮɑɜŬɘ ŭɡůəɞɚɧŰŮɟɞ ɜŬ ɗŮɟŬˊŮɡŰɞɨɜ, Ůɜɩ ŭŮɜ ɡˊɎɟɢɞɡɜ 
Ŭəɟɘɓɐ ŭŮŭɞɛɏɜŬ ɔɘŬ Űɞɜ Ŭɟɘɗɛɧ Űɤɜ ŬůɗŮɜɩɜ ˊɞɡ ŮɛˊɑˊŰɞɡɜ 
ůŮ ŬɡŰɐ Űɖɜ əŬŰɖɔɞɟɑŬ ŬɚɚɎ ɞɨŰŮ əŬɘ ŬəɟɘɓŮɑɠ ɗŮɟŬˊŮɡŰɘəɏɠ 

Ůˊɘɚɞɔɏɠ ɐ ůɡůŰɎůŮɘɠ (guidelines)  

ȼ ŬˊɞŰɡɢɑŬ ˊɞɚɚɩɜ űŬɟɛŬəŮɡŰɘəɩɜ Ůˊɘɚɞɔɩɜ ŬˊɞŰŮɚŮɑ ɏɜŬ Ŭˊɧ 
ŰŬ ɛŮɔŬɚɨŰŮɟŬ ˊɟɞɓɚɐɛŬŰŬ ůŰɖ ŬɜŰɘɛŮŰɩˊɘůɖ Űɤɜ ȽūɁȺ 

ɄŬɟɎ Űɘɠ ˊɞɚɚŬˊɚɏɠ Ůˊɘɚɞɔɏɠ ˊɞɡ ŭɘŬɗɏŰɞɡɛŮ ɛŮ Űɖɜ 
ůɖɛŬɜŰɘəɐ ˊɟɧɞŭɞ ůŰɖ Tx Űɤɜ ȽūɁȺ, ɖ ˊɟɤŰɞˊŬɗɐɠ ɛɖ 

ŬɜŰŬˊɧəɟɘůɖ əŬɘ ɖ ŭŮɡŰŮɟɞˊŬɗɐɠ ŬˊɩɚŮɘŬ Űɖɠ ŬɜŰŬˊɧəɟɘůɖɠ 
ŬˊɞŰŮɚŮɑ Űɞ 2025 Űɖɜ ɛɏɔɘůŰɖ ˊɟɧəɚɖůɖ 



ȹɈɆȾɃȿȼ Ɇɇȼ ŪȺɅȷɄȺȽȷ ȽūɁȺ 

ȹɈɆȾɃȿȼ ɆɇȼɁ ŪȺɅȷɄȺȽȷ ȽūɁȺ ï Difficult-to-treat IBD  

Parigi TL, et al. Lancet Gastroenterol Hepatol 2023;8: 853ð859 



ɃȹȼũɃɆ ɆɈɁȹɈȷɆɇȽȾȼɆ ɇX ɆɇȽɆ ȽūɁȺ 

ȷɄɃ ɆɈɀȸȷɇȽȾȺɆ ɆȺ ɄɅɃɉɋɅȼɀȺɁȺɆ 

(ACT: ADVANCED COMBINATION 

TREATMENT)  

Solitano  V, e t al . 

Gastroenterol Hepatol 

(N Y), 

2023 ;19(5):251 - 263  

Solitano V, et al. Gastroenterol Hepatol (N Y), 2023;19(5):251-263 



Solitano V, et al. Gastroenterol Hepatol (N Y), 2023;19(5):251-263 

Solitano  V, e t al . 

Gastroenterol Hepatol 

(N Y), 

2023 ;19(5):251 - 263  

ɃȹȼũɃɆ ɆɈɁȹɈȷɆɇȽȾȼɆ ɇX ɆɇȽɆ ȽūɁȺ 

ȷɄɃ ɆɈɀȸȷɇȽȾȺɆ ɆȺ ɄɅɃɉɋɅȼɀȺɁȺɆ 

(ACT: ADVANCED COMBINATION 

TREATMENT)  



Hirten RP, et al. Clin Gastroenterol 
Hepatol 2018;16(9):1374-1384 



ũȽȷɇȽ ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ? 

ɄɞɚɚɎ ŬɜɞůɞɚɞɔɘəɎ ɛɞɜɞˊɎŰɘŬ ˊɞɡ ɟɡɗɛɑɕɞɡɜ Űɖɜ Ŭɜɞůɞ- ŭɘŬɛŮůɞɚŬɓɞɨɛŮɜɖ 
űɚŮɔɛɞɜɩŭɖ ŭɘŬŭɘəŬůɑŬ 

ɄŮɟɘɞɟɘůɛɏɜŬ % ɨűŮůɖɠ ɛŮ Űɖɜ ɢɟɐůɖ Ůɜɧɠ ȸɄ/ɀɀ 

ȷˊɞŰɡɢɑŬ əŬŰɎ Űɖɜ ŭɘɎɟəŮɘŬ Űɖɠ ɇx ɛŮ Űɖɜ ɢɟɐůɖ Ůɜɧɠ ȸɄ/ɀɀ 

ȼ əɎɗŮ ŮˊɧɛŮɜɖ ɢɟɐůɖ ȸɄ/ɀɀ ŰŮɑɜŮɘ ɜŬ ŮɑɜŬɘ əŬɘ ɚɘɔɧŰŮɟɞ ŬˊɞŰŮɚŮůɛŬŰɘəɐ 

ȸɄ/ɀɀ ŬˊɞŰŮɚŮůɛŬŰɘəɞɑ ůŮ ŮɜŭɞŬɡɚɘəɐ ɜɧůɞ ɛˊɞɟŮɑ ɜŬ ŮɑɜŬɘ ŬɜŬˊɞŰŮɚŮůɛŬŰɘəɞɑ ůŮ 
ȺȽɀ ɐ Ɏɚɚo ŬɜɞůɞŮɝŬɟŰɩɛŮɜɞ űɚŮɔɛɞɜɩŭŮɠ ɜɧůɖɛŬ -  IMID  



Atreya R, Neurath MF. Lancet Gastroenterol Hepatol 2018;3(11):790-802 



H ɆɇɃɉȺɈɆȼ ɆȺ ɀȺɀɃɁɋɀȺɁȺɆ 

ȾɈɇɃȾȽɁȺɆ ȹȺɁ ȷɅȾȺȽ!!!  

Remission rates in induction trials for UC 

ɀȺũȷȿȼ 

ȺɇȺɅɃũȺɁȺȽȷ 

ȷɆŪȺɁɋɁ 

Alsoud D, et al. Lancet Gastroenterol Hepatol 2021;6:589-95 



Wetwittayakhlang P, Lakatos PL.  

Therap Adv Gastroenterol 
2024;17:1-9 



Tim Raine1 Silvio Danese2 

 



ūȷɅɀȷȾɃȿɃũȽȾɃȽ ɀȼɉȷɁȽɆɀɃȽ 

ɆɈɁȹɈȷɆɇȽȾȼɆ ŪȺɅȷɄȺȽȷɆ 

ɀȼ ɄɅɃȸȿȺɊȽɀȼ ūȷɅɀȷȾɃ ï  

ȾȽɁȼɇȽȾȼ / ȹɈɁȷɀȽȾȼ ȷɁɇȷɄɃȾɅȽɆȼ Toews ML, Bylund DB. Proc Am Thorac Soc 2005;2:282-
9 



ūȷɅɀȷȾɃȿɃũȽȾɃȽ ɀȼɉȷɁȽɆɀɃȽ 

ɆɈɁȹɈȷɆɇȽȾȼɆ ŪȺɅȷɄȺȽȷɆ 

Stalgis C, et al. Gastroenterology 2021;161:394-99 

High Overlapping 

MOA: ɄȽŪȷɁȷ 

ȺɄȽȾȽɁȹɈɁɃ 

ŮɎɜ əŬŰŬůŰɏɚɚŮŰŬɘ 

ˊŬɟɧɛɞɘɞ ɛɞɜɞˊɎŰɘ 

Űɖɠ ŬɜɞůɞŬˊɎɜŰɖůɖɠ 

əŬɗɩɠ ɗŬ ɞŭɖɔɐůŮɘ 

ůŮ ɛɘəɟɧ ɧűŮɚɞɠ 

(i nterference ) & 

ŷŷAE 



ūȷɅɀȷȾɃȿɃũȽȾɃȽ ɀȼɉȷɁȽɆɀɃȽ 

ɆɈɁȹɈȷɆɇȽȾȼɆ ŪȺɅȷɄȺȽȷɆ 

Stalgis C, et al. Gastroenterology 2021;161:394-99 



ɆɈɁȹɈȷɆɇȽȾȼ 

ŪȺɅȷɄȺȽȷ 

ɀȺȿȺɇȼ 

SONIC  

Colombel JF, et al. N Engl J Med 2010;362:1383-1395 

Colombel, JF et al. Clin Gastroenterol Hepatol, 2019;17:1525-32.e1 

ɄɘɗŬɜɎ ɖ ȷȻȷ 

ŮˊɖɟŮɎɕŮɘ Űɖɜ 

ūȾ Űɞɡ IFX 

ŭɟɩɜŰŬɠ əŬɘ 

ˊɟɞůɗŮŰɘəɎ 



ūȷɅɀȷȾɃȿɃũȽȾɃȽ ɀȼɉȷɁȽɆɀɃȽ 

ɆɈɁȹɈȷɆɇȽȾȼɆ ŪȺɅȷɄȺȽȷɆ 

Dewint P, et al. Gut 2014;63:292-99  

+ ADA 

+ ADA 

Stalgis C, et al. Gastroenterology 2021;161:394-
99 



ɆɈɁȹɈȷɆɇȽȾȼ 

ŪȺɅȷɄȺȽȷ: 

ŪȺɀȷɇȷ 

ȷɄɃɇȺȿȺɆɀȷɇȽȾɃɇȼɇȷɆ 

& ȷɆūȷȿȺȽȷɆ 
Kirchgesner J, et al. Gastroenterology 2018;155337-346  



ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ (Advanced Combination 

Tx -  ACT)  



ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ  

(Advanced Combination Tx -  
ACT)  

ÅȷɁȷȹɅɃɀȽȾȺɆ ɆɈɁȹɈȷɆɇȽȾȺɆ ɀȺȿȺɇȺɆ 



ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ 

( ACT)  

Yang E, et al. APT 2020;51:1031-8 

ȷɜŬŭɟɞɛɘəɐ ɛŮɚɏŰɖ əɞɞɟŰɖɠ:  

Å 22Ŭůɗ ɁC (2007 - 18)  

Å Ʉɟɞůɗɐəɖ 2ɞɡ ȸɄ (ɧɢɘ combo induction)  

Å ȺəŰɑɛɖůɖ ˊɟɤŰɞˊŬɗɞɨɠ ŬˊɞŰŮɚɏůɛŬŰɞɠ:  

Å Ⱥɜŭɞůəɞˊɘəɐ ɓŮɚŰɑɤůɖ: >50% Ź 

SES- CD 

Å Ⱥɜŭɞůəɞˊɘəɐ ɨűŮůɖ  

Å Ⱦɚɘɜɘəɐ ŬɜŰŬˊɧəɟɘůɖ 

Å Ⱦɚɘɜɘəɐ ɨűŮůɖ 

Å CRP 

Å ȷȺ 

Å 22 ŬůɗŮɜŮɑɠ Ŭˊɧ 24 ɛŮɚɏŰŮɠ 

2ˊɚɞɡ ȸɄ 



Yang E, et al. APT 2020;51:1031-8 

ȷɄɃɇȺȿȺɆɀȷɇȷ 

Å ɆŰɞ 1 ɏŰɞɠ: 38% ˊŬɟɏɛŮɜŮ ůŮ 

2ˊɚɖ DBT 

Å ɀɏůɖ ŭɘɎɟəŮɘŬ ɇx :274 ɖɛɏɟŮɠ 

Å ȺɄȺɀȸȷɆȼ ȷɄȷȽɇȼŪȼȾȺ ɆɇɃ 33% 

ȷɆŪ 

Å ȷȺ: 

Å ȿɨəɞɠ ŮˊŬɔɩɛŮɜɞɠ Ŭˊɧ ADA 

Å ɄɜŮɡɛɞɜɑŬ 

Å ȸŬůɘəɞəɡŰŰŬɟɘəɧ Ca  

ŭɏɟɛŬŰɞɠ 

Å C.Dif  ɡ́ɞŰɟɞˊɐ 

Å ȸŬəŰɖɟɘŬɘɛɑŬ Ŭˊɧ 

acinetobacter  

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ 

( ACT)  



Bhaskar S, et al. JCC 2024;360:otae057, 

doi:10.1093/crocol/otae057 

ɮ˄ ʰʵˊˇ˃ʽˁʺ ˃ʶ˂ʷˍʹ ˁˇˈˊˍʹˌ:  
Å 79 h ˋʻ (42 UC, 37 CD)  
Å DBT: biologic + JAK inhibitor:90.7% 
Åʁˁˍ 2018 ς ɮˎʴ 2023  

( ȿɞɘɛɩɝŮɘɠ ȷɄ 

+ 

ȹŮɟɛŬŰɞˊɎɗŮɘŮ

ɠ) 
SES-CD: Simple Endoscopic Score for Crohnôs Disease 

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ 

( ACT)  

https://doi.org/10.1093/crocol/otae057


ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ  

(Advanced Combination Tx -  
ACT)  

ÅɇɈɉȷȽɃɄɃȽȼɀȺɁȺɆ ɆɈɁȹɈȷɆɇȽȾȺɆ ɀȺȿȺɇȺɆ 



ɆɈɁȹɈȷɆɇȽȾȼ 

ŪȺɅȷɄȺȽȷ 

ɄȿȼŪɈɆɀȳɆ ɇȼɆ 

ɀȺȿȺɇȼɆ 
ȾɈɅȽɃ ȷɄɃɇȺȿȺɆɀȷ ȾȿȽɁȽȾȼ ȷɂȽɃȿɃũȼɆȼ 

IFX + NATALIZUMAB  

vs  

IFX MONɃŪȺɅȷɄȺȽȷ 

ȷůɗ ɛŮ ŮɜŮɟɔɧ 

ɁC əŬɘ ŬɜŮˊŬɟəɐ 

ŬɜŰŬˊɧəɟɘůɖ ůŮ 

anti - TNF (n =79)  

ȼ əɚɘɜɘəɐ ɨűŮůɖ ůŰɘɠ 

ŮɓŭɞɛɎŭŮɠ 2,  6 & 10 

ɐŰŬɜ 15,4 %,  23,1 % & 

36,5 % ŬɜŰɑůŰɞɘɢŬ 

ȹŮɜ ɡˊɐɟɢŮ ůŰŬŰɘůŰɘəɩɠ 

ůɖɛŬɜŰɘəɐ ŭɘŬűɞɟɎ ůŰɖɜ 

ɛŮɑɤůɖ Űɞɡ CDAI score *  

AE: əŬɚɎ ŬɜŮəŰɏɠ ɢɤɟɑɠ 

ɜɏŬ ůŰɞɘɢŮɑŬ 

ŮˊɖɟŮŬůɛɞɨ Űɖɠ 

ŬůűɎɚŮɘŬɠ 

Sands BE, et al. IBD 2007;13:2-11 

ɄɞɚɡəŮɜŰɟɘəɐ, ŰɡɢŬɘɞˊɞɘɖɛɏɜɖ, ŭɘˊɚɐ Űɡűɚɐ,  placebo -

controlled ɛŮɚɏŰɖ 

*: Crohn's Disease Activity Index (CDAI) determines the current severity of Crohn's disease 

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ 

( ACT/ RCT)  



* : Guselkumab : anti - ȽL- 23 

*  

Feagan BG, et al. DDW 2022;#op886 

ȼ ɛŮɚɏŰɖ ůɡɛˊŮɟɘɏɚŬɓŮ ŬůɗŮɜŮɑɠ anti - TNF 

naive  

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ 

( ACT/ RCT)  



* : Guselkumab : anti - ȽL- 23 

*  

Feagan BG, et al. DDW 2022;#op886 

Feagan BG, et al. Lancet Gastroenterol Hepatol 
2023;8:307-20 

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ 

( ACT/ RCT)  



Feagan BG, et al. Lancet Gastroenterol Hepatol 
2023;8:307-20 

AE 

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ 

( ACT/ RCT)  



Colombel JF, et al. Clin Gastroenterol Hepatol 
2024;22:1487-96 

AE:There were no safety signals related to the triple therapy 

ȷˊɞɡůɑŬ ůɨɔəɟɘůɖɠ ɛŮ PLB ɐ group  ɛŮ ȸɄ 

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ 

( ACT/ RCT)  



JNJ-78934804 (combination of guselkumab and 

golimumab) 
 

15.Janssen Research & Development, LLC. ñA Phase 2b Randomized, Double-Blind, Active-and Placebo-

Controlled, Parallel-Group, Multicenter Study to Evaluate the Efficacy and Safety of Induction and Maintenance 

Combination Therapy With Guselkumab and Golimumab in Participants With Moderately to Severely Active 

Crohnôs Disease.ò clinicaltrials.gov; 2023. Updated May 21, 2023. 

https://clinicaltrials.gov/ct2/show/study/NCT05242471.  

16.Janssen Research & Development, LLC. ñA Phase 2b Randomized, Double-Blind, Active-and Placebo-

Controlled, Parallel-Group, Multicenter Study to Evaluate the Efficacy and Safety of Induction and Maintenance 

Combination Therapy With Guselkumab and Golimumab in Participants With Moderately to Severely Active Ul- 

cerative Colitis.ò clinicaltrials.gov; 2023. Updated May 23, 2023. https://clinicaltrials.gov/ct2/show/NCT05242484.  

ɇɡɢŬɘɞˊɞɑɖůɖ ŬůɗŮɜɩɜ ůŮ 6 ůəɏɚɖ  

Å guselkumab 

Å golimumab əŬɘ  

Å JNJ-78934804 (ůɡɜŭɡŬůɛɧ guselkumab + 

golimumab, high-dose, mid-dose, and low-dose) 

əŬɘ 
Å placebo 

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ (ongoing 
ACT/ RCT)  



ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ  

(Advanced Combination Tx -  
ACT)  

ÅɀȺɇȷɁȷȿɈɆȺȽɆ ɀȺȿȺɇɋɁ ɆɈɁȹɈȷɆɇȽȾɋɁ 

ŪȺɅȷɄȺȽɋɁ 



Solitano V, et al. J Autoimmun 2024;149:1-13 (103331) 

ɆɈɁȹɈȷɆɇȽȾȼ ŪȺɅȷɄȺȽȷ (ɀŮŰŬɜɎɚɡůɖ RCT 

Űɤɜ ACT)   



ɆɈɁɃɊȼ & ɆɈɆɇȷɆȺȽɆ 
Solitano  V, e t al . 

Gastroenterol 

Hepatol (NY), 

2023 ;19(5):251 - 263  

ÅɆȺ 

ɄɃȽɃɈɆ??

? 

Å ɆŮ ŬůɗŮɜŮɑɠ ɛŮ ŬɜɗŮəŰɘəɐ ɜɧůɞ 

Å ɆŮ ŬůɗŮɜŮɑɠ ɛŮ ˊɞɚɨ ɡɣɖɚɞɨ əɘɜŭɨɜɞɡ űŬɘɜɧŰɡˊɞɡɠ (ɁC!!!!)  

Å ɆŮ ŬůɗŮɜŮɑɠ ɛŮ ŰŬɡŰɧɢɟɞɜŮɠ ȺȽɀ /ȽMID ( ŬɜɞůɞŮɝŬɟŰɩɛŮɜɞ űɚŮɔɛɞɜɩŭŮɠ 

ɜɧůɖɛŬ )  

Holmer A, Hudesman D. Cur Gastroenterol Rep 2024;26:263-72 

Wetwittayakhlang  P, Lakatos P. J Can Ass Gastroenterol 2024;7:22-

9 


