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KAQOIKEC Vs Adaptive KAIVIKEC UEAETEC

Table 1. Characteristics of adaptive designs.

Adaptive Designs

Main Characteristic

Adaptive dose-finding design

Adaptive hypothesis designs

Adaptive group sequential design
Sample size re-estimation design

Adaptive treatment-switching design
Adaptive randomization design
Pick-the-winner/drop-the loser design

Biomarker adaptive design

Seamless phase II/IIl design
Multiple adaptive design

To modify patients’ allocations to identify the optimal drug
dosage

To modify the study hypothesis (e.g., non-inferiority,
superiority) or endpoint (primary and/or secondary)

To modify dose or treatment duration

To re-estimate the sample size

To switch a patient from a treatment group to another due to
loss of response to initial therapy

To adjust randomization schedules increasing the number of
patients randomized to the most beneficial groups

To modify the study arms removing less effective ones or
adding groups that seem effective

To adapt patient allocation based on treatment response to
biomarkers

To combine phases Il and 11l of clinical trials.

To combine multiple adaptive designs in the same study

D'Amico F, Danese S, Peyrin-Biroulet L. Adaptive Designs: Lessons for Inflammatory Bowel
Disease Trials. J Clin Med. 2020 Jul 23;9(8):2350.
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Table 1 Emerging targeted therapies for IBD

Drug

Crohn’s disease

Ulcerative colitis

FDA approval for other diseases

Anb-1ntegrins
Etrolizumab
AIM300
PE-00547659

IL-23 inhibitors
Mirikizumab

Risankizumab

Brazikumab
Guselkumab

/ JAK/STAT inhibitors

Phase 11

Failed efficacy in Phase 1l

Phase 111

Phase 111
Phase 111
Phase 1I/111 trial
Phase 1/111 trial

Phase 111
Phase 111
Phase 111

Phase 111

Phase 111

Phase 11

Phase II/111 trial

Plaque psoriasis

Plaque psoriasis

Tofacitimb Failed in Phase II Approved Rheumatoid arthritis, psoriatic arthritis
Upadacitinib Phase I11 Phase 111 Rheumatoid arthritis Jll KaAALOTTn QwTeLvoyLavy. .. A
Filgotinib Phase 111 Phase 111 Rheumatoid arthritis
S1P receptor modulators
Ozanimod Phase [1I Phase III Multiple sclerosis
Etrasimod Phase 11 Phase II1 -
Amiselimod Phase IT® - -
PDE4 inhibitors
Apremilast - Phase II* Psoriasis, psoriatic arthritis, oral ulcers
of Behcet's disease
Stem cell therapy
Cx601 Approved for complex perianal Crohn's fistula - Nadpara N et ak Dig Dis Sci. 2020 Oct;65(10):2769-2779.

in Europe after phase 111 trial
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s OI1 KAIVIKEC MEAETEC €lval ETTIKIVOUVEC
» H ouppeToxn o€ KAIVIKN MEAETN €lval akpIRn

» AV UTTOYPAWW TN CUPHPETOXN MOU, OEV UTTOPW
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[petrel YITOXPEQTIKA va e€axOouyv
OUMNTTEQPACHATA YIA TNV ATTOTEAECUATIKOTNTA KA
QOQAAEIQ TOU PAPUAKOU. ATTAPQITNTA VIO TNV
adgl0doTnon amo Tov FDA kal tov EMA

M1TOpoUV £TTIONC VA £€axOouv TTapaAAnAa
CUMTTEPACUATA VIO TNV TTOI0TNTA {WNC TWV
aoBevwy, TIC TTPOTIMNOCEIC TOUC, TNV avTiOpaaon
TOU (PAPUAKOU UE TOV OPYAVIOUO TOU a00EVOUC
KATT
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