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Obesity Competitive Landscape – December 18, 2025

▪ The table below includes an overview of the obesity competitive landscape. It includes companies we are
aware of with obesity candidates in development, though we acknowledge that it may be incomplete. We will
continue to update the table as timelines change.

▪ We are thrilled to see growing availability and investment in anti-obesity medications. With widespread
use of these agents, we’d imagine that prevention of cardiometabolic disease may soon be possible, which
would lead to significant improvements in health outcomes, quality of life, healthcare spending, and
productivity. Given huge worldwide interest in obesity treatments (amidst increasing prevalence globally), we
have compiled the below table of various players in the obesity landscape.
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Phase 3 Candidates

Company Product Status Timeline

Amgen MariTide
(maridebart
cafraglutide;
once-
monthly
GLP-1/GIP
receptor
agonist)

Phase 3 Full phase 2 results presented at ADA 2025; advanced MariTide into
two phase 3 trials in 1Q25, with additional trials expected to begin in
2025; topline phase 2 results announced in November 2024

Novo
Nordisk

Rybelsus
(high dose
once-daily
oral
semaglutide;
GLP-1
receptor
agonist)

Under
FDA and
EMA
review
for
obesity
indication
at higher
dose

Submitted for review for obesity indication to FDA in 1Q25; Phase 3
OASIS-4 trial of oral semaglutide 25 mg presented at ObesityWeek
2024; Submitted for obesity indication to EU in 3Q24; phase
3b OASIS-1 of oral semaglutide 50 mg presented at ADA 2023

Novo
Nordisk

CagriSema
(cagrilintide
[formerly
known as

Phase 3
for
obesity
with

Eight phase 3 REDEFINEand REIMAGINE trials for ongoing as of
1Q25; Full results of phase 3 REDEFINE 1 and REDEFINE 2 trials
presented at ADA 2025; topline phase 3 REDEFINE 1results
announced in December 2024; topline REDEFINE 2 results of

1

https://cckb.closeconcerns.com/r/0009d521#full-52-week-results-of-phase-2-trial-of-once-monthly-maritide-glp-1-ra-and-gip-antagonist-in-obesity-with-and-without-t2d-high-gi-adverse-event-rates-despite-robust-weight-and-a1c-reductions
https://cckb.closeconcerns.com/r/0cb3e5d8
https://cckb.closeconcerns.com/r/0cb3e5d8
https://cckb.closeconcerns.com/r/dccc695f
https://cckb.closeconcerns.com/r/83faf8c6#revenue-totals-826-million-for-oral-glp-1-rybelsus-13-cer-oral-semaglutide-25-mg-filed-for-obesity
https://www.prnewswire.com/news-releases/fda-accepts-filing-application-for-oral-semaglutide-25-mg-which-if-approved-would-be-the-first-oral-glp-1-treatment-for-obesity-302445232.html
https://cckb.closeconcerns.com/r/6340b5c7#oasis-4-full-results-oral-semaglutide-25-mg-confers-nearly-14-weight-loss-in-people-with-obesity-71-reverted-from-prediabetes-to-normoglycemia
https://cckb.closeconcerns.com/r/6340b5c7#oasis-4-full-results-oral-semaglutide-25-mg-confers-nearly-14-weight-loss-in-people-with-obesity-71-reverted-from-prediabetes-to-normoglycemia
https://cckb.closeconcerns.com/r/acaf2104
https://cckb.closeconcerns.com/r/c8b04230#OASIS_1_full_results_show_oral_semaglutide_50_mg_confers_17_weight_loss_in_people_with_obesity_or_overweight_without_type_2_diabetes_nearly_40_of_participants_achieve_20_weight_loss
https://cckb.closeconcerns.com/r/c8b04230#oasis-1-full-results-show-oral-semaglutide-50-mg-confers-17-weight-loss-in-people-with-obesity-or-overweight-without-type-2-diabetes-nearly-40-of-participants-achieve-20-weight-loss
https://cckb.closeconcerns.com/r/83faf8c6#cagrisema-demonstrates-14-weight-loss-at-68-weeks-in-redefine-2-trial-redefine-11-to-start-in-2q25-fda-submission-on-track-for-1q26
https://cckb.closeconcerns.com/r/83faf8c6#cagrisema-demonstrates-14-weight-loss-at-68-weeks-in-redefine-2-trial-redefine-11-to-start-in-2q25-fda-submission-on-track-for-1q26
https://cckb.closeconcerns.com/r/83faf8c6#cagrisema-demonstrates-14-weight-loss-at-68-weeks-in-redefine-2-trial-redefine-11-to-start-in-2q25-fda-submission-on-track-for-1q26
https://clinicaltrials.gov/study/NCT05567796
https://cckb.closeconcerns.com/r/f82e3e23#full-results-of-phase-3-redefine-2-trial-cagrisema-confers-14-weight-loss-in-people-with-obesity-and-t2d
https://cckb.closeconcerns.com/r/f82e3e23#full-results-of-phase-3-redefine-1-trial-cagrisema-confers-20-weight-loss-in-people-with-obesity-without-t2d
https://clinicaltrials.gov/study/NCT05567796
https://cckb.closeconcerns.com/r/d71875d1
https://cckb.closeconcerns.com/r/f82e3e23#full-results-of-phase-3-redefine-2-trial-cagrisema-confers-14-weight-loss-in-people-with-obesity-and-t2d


AM833,
NN9838
(long-acting
amylin
analog)])

T2D,
obesity
without
T2D, and
CVD

announced in March 2025. Phase 3 trial in combination with
semaglutide 2.4 mg to initiate in 1H22; Phase 2 trialof CagriSema
initiated August 2021; Positive topline results from phase 2
monotherapy and phase 1 combo therapy trials released in June 2020;
Phase 1 trial completed March 2016

Saniona Tesofensine
(triple
monoamine
reuptake
inhibitor)

Phase 3 Update shared in June 2021notes that Mexico’s regulatory agency
requested additional information, anticipated final approval may be
delayed into 2022; Submitted to Mexico’s regulatory agency in
December 2019; Positive phase 3 results announced January
2019; Phase 3 trial initiated in Mexico in collaboration with Medix in
May 2017; Saniona obtained US patent in February 2016; Phase 2
results published in 2009

Viking
Therapeutics

VK2735
(GLP-1/GIP
RA)

Phase 3 Announced in June 2025 initiation of Phase 3 obesity clinical
programs VANQUISH-1 and VANQUISH-2, as suggested in 1Q25;
announced phase 2 trial results in February 2025

Viking
Therapeutics

VK2735
(once-
monthly
oral GLP-1/
GIP RA)

Phase 2 Phase 2 VENTURE-Oral dosing trial (n=280) completes enrollment in
1Q25; phase 1 results presented at ObesityWeek® 2024

Zealand/BI Survodutide
(BI 456906;
GLP-1/
glucagon
dual
agonist)

Phase 3 Phase 3 SYNCHRONIZEtrials in obesity initiated in May 2023;
Phase 2 trial in obesity initiated in April 2021 with expected
completion in August 2022; Phase 2 trial in type 2 diabetes completed
in November 2021 following first patient dosed in June 2020; Phase 1
results presented at ObesityWeek® 2021; Positive phase 1 results
reported in 3Q19; Phase 1 study initiated 3Q17, Candidate
selected 3Q15

Phase 2 Candidates

Company Product Status Timeline

Altimmune Pemvidutide (GLP1/
glucagon dual agonist)

Phase 2 Announces four phase 3
VELOCITY trials in November
2024; announced topline results
of the phase
2 MOMENTUM trial (n=391)
in December 2023; Initiated
48-week phase 2 MOMENTUM
trial in obesity in April 2022;
Altimmune announced in January
2022 that the FDA cleared NDA
application for phase 2 trial in
obesity with an expected readout
in 4Q22; currently also being
investigated in MASH/MASLD,
completed enrollment in April
2022

Amgen AMG 133 Phase 2 Weight-reducing phase 2 results
presented at ADA 2025; Phase 1
trial initiated August 2020 with
estimated completion May 2022

AstraZeneca AZD5004 (oral GLP-1
receptor agonist)

Phase 2 In 4Q24, AZ initiated two phase
2b trials for AZD5004
(VISTA for
obesity; SOLSTICE for T2D)
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https://cckb.closeconcerns.com/r/ffddb464
https://cckb.closeconcerns.com/r/32558246#Initiation_of_phase_2_study_of_cagrilintide_semaglutide_combination_in_patients_with_type_2_diabetes
https://clinicaltrials.gov/ct2/show/NCT04982575?term=cagrilintide&draw=2&rank=2
https://cckb.closeconcerns.com/r/32558246#Initiation_of_phase_2_study_of_cagrilintide_semaglutide_combination_in_patients_with_type_2_diabetes
https://cckb.closeconcerns.com/r/2c323dd5
https://clinicaltrials.gov/ct2/show/NCT02300844?term=nn9838&rank=1
https://news.saniona.com/news-releases/news-release-details/saniona-provides-update-ongoing-review-tesofensine-mexico
https://cckb.closeconcerns.com/r/dd8edec1
https://cckb.closeconcerns.com/r/5b4580eb
https://cckb.closeconcerns.com/r/5b4580eb
https://cckb.closeconcerns.com/r/dd8edec1
https://cckb.closeconcerns.com/r/dd8edec1
https://www.aktietorget.se/pressdocs/Saniona/77031/481311.pdf
https://www.researchgate.net/profile/Nicholas_Bello/publication/26834464_Tesofensine_a_monoamine_reuptake_inhibitor_for_the_treatment_of_obesity/links/54515beb0cf24884d886ffb3.pdf
https://www.researchgate.net/profile/Nicholas_Bello/publication/26834464_Tesofensine_a_monoamine_reuptake_inhibitor_for_the_treatment_of_obesity/links/54515beb0cf24884d886ffb3.pdf
https://pipelinereview.com/viking-therapeutics-announces-initiation-of-phase-3-obesity-clinical-program-with-glp-1-gip-agonist-vk2735/#:~:text=The%20VANQUISH%2D1%20study%20will%20target%20enrollment%20of%20approximately%204500%20adults%20who%20are%20obese%20(BMI%20%E2%89%A530%20kg/m2)%20or%20who%20are%20overweight%20(BMI%20%E2%89%A527%20kg/m2)%20with%20at%20least%20one%20weight%2Drelated%20co%2Dmorbid%20condition.
https://pipelinereview.com/viking-therapeutics-announces-initiation-of-phase-3-obesity-clinical-program-with-glp-1-gip-agonist-vk2735/#:~:text=The%20VANQUISH%2D2%20study%20will%20target%20enrollment%20of%20approximately%201100%20adults%20with%20type%202%20diabetes%C2%A0who%20are%20obese%20or%20overweight.
https://cckb.closeconcerns.com/r/fc9a2b7d
https://ir.vikingtherapeutics.com/2024-02-27-Viking-Therapeutics-Announces-Positive-Top-Line-Results-from-Phase-2-VENTURE-Trial-of-Dual-GLP-1-GIP-Receptor-Agonist-VK2735-in-Patients-with-Obesity
https://clinicaltrials.gov/study/NCT06828055?intr=VK2735&rank=3
https://cckb.closeconcerns.com/r/fc9a2b7d#phase-3-trials-for-subcutaneous-dual-glp-1-gip-ra-vk2735-in-2q25-oral-formulation-phase-2-trial-completes-enrollment-with-topline-expected-in-2h25-manufacturing-agreement-with-corden-pharma
https://cckb.closeconcerns.com/r/4c4c240a#new-positive-phase-1-data-on-oral-formulation-of-viking-s-dual-gip-glp-1-ra-vk2735
https://cckb.closeconcerns.com/r/02598e74#bi-zealand-s-survodutide-glucagon-glp-1-ra-completes-enrollment-for-phase-3-obesity-trials-expanding-global-sites-for-phase-3-mash-program
https://www.boehringer-ingelheim.com/human-health/metabolic-diseases/phase-3-studies-survodutide-obesity-and-overweight
https://cckb.closeconcerns.com/r/a9607f38
https://cckb.closeconcerns.com/r/ef67f4e8#Obesity_candidates_march_forward:_phase_1_readout_for_GLP-1glucagon_receptor_agonist_BI456906_phase_1_trial_initiated_for_amylin_analog_ZP8396
https://cckb.closeconcerns.com/r/e2231a93
https://cckb.closeconcerns.com/r/d647911c#Phase_1_data_for_novel_GLP-1glucagon_dual_receptor_agonist_BI456906_shows_up_to_14_weight_loss_over_16_weeks
https://clinicaltrials.gov/ct2/show/NCT03591718?term=456906
https://cckb.closeconcerns.com/r/03e0b5a2#BI_Partnered_Candidates_GLP-1Glucagon_Dual_Agonist_and_Long-Acting_Amylin_Analog
https://clinicaltrials.gov/ct2/show/NCT03175211
https://cckb.closeconcerns.com/r/4107692b
https://cckb.closeconcerns.com/r/2c7f76be#four-phase-3-trials-of-pemvidutide-for-indications-including-overweight-or-obesity-ldl-cholesterol-liver-fat-and-sarcopenia-lean-mass-preservation-one-of-the-areas-of-focus
https://cckb.closeconcerns.com/r/2c7f76be#four-phase-3-trials-of-pemvidutide-for-indications-including-overweight-or-obesity-ldl-cholesterol-liver-fat-and-sarcopenia-lean-mass-preservation-one-of-the-areas-of-focus
https://cckb.closeconcerns.com/r/2c7f76be#four-phase-3-trials-of-pemvidutide-for-indications-including-overweight-or-obesity-ldl-cholesterol-liver-fat-and-sarcopenia-lean-mass-preservation-one-of-the-areas-of-focus
https://clinicaltrials.gov/study/NCT05295875
https://cckb.closeconcerns.com/r/51f3c855
https://ir.altimmune.com/news-releases/news-release-details/altimmune-announces-initiation-48-week-phase-2-momentum-trial
https://ir.altimmune.com/news-releases/news-release-details/altimmune-announces-fda-clearance-pemvidutide-alt-801-ind
https://ir.altimmune.com/news-releases/news-release-details/altimmune-announces-fda-clearance-pemvidutide-alt-801-ind
https://ir.altimmune.com/news-releases/news-release-details/altimmune-announces-initiation-48-week-phase-2-momentum-trial
https://ir.altimmune.com/news-releases/news-release-details/altimmune-announces-initiation-48-week-phase-2-momentum-trial
https://www.amgen.com/newsroom/press-releases/2025/06/results-from-amgens-phase-2-obesity-study-of-monthly-maritide-presented-at-the-american-diabetes-association-85th-scientific-sessions
https://clinicaltrials.gov/ct2/show/NCT04478708
https://clinicaltrials.gov/ct2/show/NCT04478708
https://cckb.closeconcerns.com/r/0e6f029b#oral-glp-1-ra-azd5004-and-long-acting-amylin-azd6234-progress-in-phase-2-studies-no-signs-of-azd9550-phase-2-combination-study-yet
https://clinicaltrials.gov/study/NCT06579092
https://clinicaltrials.gov/study/NCT06579105


AstraZeneca AZD6234 Phase 2 Phase 2 initiated in ARAY trial
(n=64) in May 2025 in adults
with overweight or obesity and
T2D on GLP-1 RAs

AstraZeneca AZD9550 Phase 2 Phase 2b ASCEND trial (n=360)
of AZD9550 in combination with
AZD6234 has been initiated,
including adults with obesity or
overweight with at least one of
the following weight-related
comorbidities: (i) hypertension;
(ii) dyslipidemia; or (iii)
obstructive sleep apnea as of
1Q25

Lilly Bimagrumab (activin
receptor agonist)

Phase 2 Topline results of phase 2b
BELIEVE trial presented at ADA
2025; Lilly acquires Versanis bio
including bimagrumab in July
2023; Discussed as potential
treatment for sarcopenia
at Targeting Metabesity 2020;
Positive phase 2 data presented
at Obesity Week 2019

Lilly Naperiglipron
(LY3549492)

Phase 2 The therapy is an oral GLP-1
receptor non-peptide agonist.

Phase 2 trial for weight
management in adults with
overweight or obesity expected to
complete in September 2026
(NCT06683508).

Merck Efinopegdutide [formerly
known as JNJ-5111/
HM12525A (GLP-1/
glucagon dual agonist)]

Phase 2a ; Set for regulatory filing by 2023
in high-risk obesity; License
agreement with Merck in August
2020 to commercialize in US and
outside of Korea in NASH; J&J
returns development rights to
Hanmi in July 2019; Phase 2 trial
in obesity launched April 2018,
expected to complete March
2019; Phase 2 type 2 + obesity
trial initiated July 2018; Phase 1b
study in type 2 diabetes
completed February 2018; Phase
1 results presented at ADA 2015;
Preclinical data presented
on ADA 2016 poster; Licensed
from Hanmi in November 2015

NodThera NT-0796 (NLRP3
inflammasome inhibitor)

Phase 2 Announced first patient dosing in
phase 2 RESOLVE-1 trial in June
2025.

Novo Nordisk monlunabant (oral small
molecule cannabinoid
receptor 1 (CB1) inverse
agonist)

Phase 2 Topline results of phase 2a trial
announced in September 2024
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https://clinicaltrials.gov/study/NCT06851858
https://clinicaltrials.gov/study/NCT06862791
https://cckb.closeconcerns.com/r/d060d3fc
https://clinicaltrials.gov/study/NCT05616013?term=AREA%5BInterventionSearch%5D(Bimagrumab)%20AND%20AREA%5BPhase%5D(PHASE2)&rank=1
https://www.adameetingnews.org/researchers-to-share-weight-loss-results-from-bimagrumab-and-semaglutide-combo/
https://www.adameetingnews.org/researchers-to-share-weight-loss-results-from-bimagrumab-and-semaglutide-combo/
https://investor.lilly.com/news-releases/news-release-details/lilly-acquire-versanis-improve-patient-outcomes-cardiometabolic
https://investor.lilly.com/news-releases/news-release-details/lilly-acquire-versanis-improve-patient-outcomes-cardiometabolic
https://cckb.closeconcerns.com/r/c51473a5#Preventing_Sarcopenia_in_Obesity_and_Type_2_Diabetes:_Reconsidering_Skeletal_Muscle_as_an_Endocrine_Organ_
https://cckb.closeconcerns.com/r/2e7bd993#Novartis_Activin_Receptor_Agonist_Bimagrumab_Shows_21_Fat_Reduction_A1c_Reduction_of_0.9_Baseline_8_After_48_Weeks_in_Phase_2_Trial
https://clinicaltrials.gov/study/NCT06683508
https://cckb.closeconcerns.com/r/b8a4a0bd
https://cckb.closeconcerns.com/r/5552aa49
https://cckb.closeconcerns.com/r/5552aa49
https://cckb.closeconcerns.com/r/bf90d3d1
https://cckb.closeconcerns.com/r/ed4c33dd
https://clinicaltrials.gov/ct2/show/NCT03486392?term=JNJ-64565111&rank=3
https://clinicaltrials.gov/ct2/show/NCT03486392?term=JNJ-64565111&rank=3
https://clinicaltrials.gov/ct2/show/NCT03586830
https://clinicaltrials.gov/ct2/show/NCT03586830
https://clinicaltrials.gov/ct2/show/NCT03235219?term=JNJ-64565111&rank=1
https://clinicaltrials.gov/ct2/show/NCT03235219?term=JNJ-64565111&rank=1
https://cckb.closeconcerns.com/r/9b324c7f#LAPS_GLPGCG_Dual_Agonist_HM12525A_Confirmed_Prolonged_Pharmacokinetics_in_Healthy_Volunteers:_A_First-in-Human_Phase_1_Study_173-OR
https://cckb.closeconcerns.com/r/9b324c7f#LAPS_GLPGCG_Dual_Agonist_HM12525A_Confirmed_Prolonged_Pharmacokinetics_in_Healthy_Volunteers:_A_First-in-Human_Phase_1_Study_173-OR
https://cckb.closeconcerns.com/r/e02585c8#Potent_Cholesterol_Lowering_Effect_of_the_Novel_Long-Acting_GLP-1Glucagon_Dual_Agonist_HM12525A_1026-P
https://cckb.closeconcerns.com/r/eead1773
https://www.biospace.com/press-releases/nodthera-charts-obesity-future-with-first-patients-dosed-in-phase-2-resolve-1-trial-of-oral-nlrp3-inflammasome-inhibitor-nt-0796
https://www.biospace.com/press-releases/nodthera-charts-obesity-future-with-first-patients-dosed-in-phase-2-resolve-1-trial-of-oral-nlrp3-inflammasome-inhibitor-nt-0796
https://cckb.closeconcerns.com/r/a6aeda9c
https://cckb.closeconcerns.com/r/a6aeda9c


Palatin Bremelanotide (MC4R)
agonist

Phase 2 In April 2024, phase 2 trial of
bremelanotide with tirzepatide
met primary endpoint

Response Therapeutics RDX-002 Phase 2 Topline results of phase 2 trial
announced in August 2025 for
people who previously completed
GLP-1 RA therapy for obesity;
selective inhibitor of IMTP

Roche CT-388 (GLP-1/GIP RA) Phase 2 currently being evaluated in
phase 2 trials for people with
obesity with T2D in phase 2 and
without
obesity with or without T2D

Roche CT-868 (GLP-1/GIP RA) Phase 2 Phase 2 data for T1D and
overweight or obesity is expected
in 2025

Roche/Zealand Petrelintide Phase 2 Announced partnership to co-
develop and co-commercialize
and explore combination
therapies with CT-388 in March
2025; launched 42-week phase
2b ZUPREME-1 trial (n=480)
in 4Q24 for overweight or
obesity; phase 1b trial results in
3Q24

Zealand Dapiglutide (dual GLP-1/
GLP-2 RA)

Phase 2b Phase 2 trial to begin in 2H25;
announced positive topline
results of phase 1b (n=54) in
September 2024

Phase 1 Candidates

Company Product Status Timeline

Antag GIP antagonist
(AT-7687)

Phase 1 Announced in December
2024 to advance to clinical
trials following $84 million
Series A funding, led by
Versant Ventures and joined
by Novo Holdings; FDA
accepted IND application in
October 2024

Arrowhead Pharmaceuticals ARO-ALK7 (RNAi
therapy)

Phase 1/2a Finished dosing first
participant in phase 1/2a
AROALK7-1001 trial in
June 2025.

Arrowhead Pharmaceuticals ARO-INHBE Phase 1/2a Phase 1/2a initiated
December 2024; Filed for
regulatory clearance for
Phase 1/2a clinical trial in
September 2024

Ascletis ASC30, a small
molecule GLP-1
RA, once-monthly
subcutaneous

Phase 1 Topline phase 1 single
ascending dose announced
in November
2024 demonstrating half-life
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https://www.prnewswire.com/news-releases/palatin-announces-mc4r-agonist-bremelanotide-co-administered-with-glp-1gip-tirzepatide-meets-primary-endpoint-in-phase-2-obesity-study-302414708.html
https://www.businesswire.com/news/home/20250813869741/en/Response-Pharmaceuticals-Announces-Positive-Top-Line-Results-From-Phase-2-Study-of-RDX-002-in-Post-GLP-1-Management
https://clinicaltrials.gov/study/NCT06628362
https://clinicaltrials.gov/study/NCT06525935
https://cckb.closeconcerns.com/r/f4729d4b#obesity-pipeline-petrelintide-partnership-with-zealand-pharma-takes-center-stage-several-readouts-for-incretin-portfolio-expected-this-year
https://cckb.closeconcerns.com/r/c094aba3
https://cckb.closeconcerns.com/r/c094aba3
https://clinicaltrials.gov/study/NCT06662539?limit=10&intr=ZP8396&rank=3
https://cckb.closeconcerns.com/r/51a3752d#full-enrollment-of-phase-2b-trial-of-amylin-analog-petrelintide-expected-in-1h25-second-phase-2b-trial-in-t2d-to-launch-in-1h24-continues-to-narrow-down-partner
https://classic.clinicaltrials.gov/ct2/show/NCT05613387
https://cckb.closeconcerns.com/r/117fdf8c#full-results-of-part-2-of-phase-1b-trial-of-amylin-analog-petrelintide-phase-2b-trial-to-launch-in-4q24
https://cckb.closeconcerns.com/r/02598e74#phase-2b-of-dapiglutide-dual-glp-1-glp-2-ra-to-launch-in-2h25-results-from-the-phase-1b-trial-with-higher-doses-will-be-presented-at-ada-2025
https://clinicaltrials.gov/study/NCT06000891
https://antagtherapeutics.com/wp-content/uploads/2024/12/Antag-Dec-2024-Series-A-PR.pdf
https://antagtherapeutics.com/wp-content/uploads/2024/12/Antag-Dec-2024-Series-A-PR.pdf
https://www.prnewswire.com/news-releases/antag-therapeutics-announces-fda-clearance-of-investigational-new-drug-ind-application-for-lead-molecule-at-7687-302270532.html
https://www.clinicaltrialsarena.com/news/arrowhead-obesity-treatment-trial/
https://www.biospace.com/press-releases/arrowhead-pharmaceuticals-files-for-regulatory-clearance-to-initiate-phase-1-2a-study-of-aro-inhbe-for-the-treatment-of-obesity
https://www.biospace.com/press-releases/ascletis-announces-promising-results-from-a-phase-i-study-in-australia-for-first-in-class-muscle-preserving-weight-loss-drug-candidate-asc47-for-the-treatment-of-obesity
https://www.biospace.com/press-releases/ascletis-announces-promising-results-from-a-phase-i-study-in-australia-for-first-in-class-muscle-preserving-weight-loss-drug-candidate-asc47-for-the-treatment-of-obesity


injection or once-
daily oral

of 21 days; Phase 1 trials
initiated in September
2024 for obesity, with topline
results expected in 1Q25

Enveda ENV-308, an oral,
small molecule,
hormone mimetic
for the preservation
of muscle mass
during weight loss

Phase 1 Phase 1 clinical study
initiated in December 2025
to to evaluate the safety,
tolerability,
pharmacokinetics, and early
pharmacodynamic signals.
This follows the FDA
approval of the company’s
investigational New Drug
(IND) application.

Hanmi Pharmaceutical LA-UCN2
(HM17321)

Phase 1 Submitted an IND
application to the FDA in
October 2025 for first-in-
class peptide targeting the
CRF2 receptor to promote fat
loss and muscle gain; phase 1
trial planned to assess safety
and pharmacologic effects in
healthy adults; Backed by
AI-driven design and
promising preclinical data in
primates, Hanmi envisions
HM17321 as a stand-alone or
add-on obesity therapy with
potential applications in
sarcopenic obesity and older
populations, aiming for a
2031 launch

Helicore Biopharma GIP antagonist
(HCR-188)

Phase 1 Completed first patient dose
of phase 1 trial in March
2025

Innovent Biologics IBI3032 (oral
GLP-1 RA)

Phase 1 Received FDA approval for
IND application to start
phase 1 trial in August 2025

MetaVia DA-1726 (GLP-1/
glucagon RA)

Phase 1 Part 2 of phase 1 trial
completed in April 2025,
demonstrating maximum
weight loss of -6.3% and
mean weight loss of -4.3% at
Day 26 with 32 mg dose;
Phase 1 multiple ascending
dose (MAD) trial results
announced in April 2025

Novo Nordisk Once-weekly
subcutaneous
amylin 355

Phase 1 Initiated 12-week phase 1
trial for overweight or
obesity in September 2024

Novo Nordisk Oral small molecule
inhibitor or acyl
CoA Synthetase 5
(formerly LX9851)

Phase 1 In March 2026, initiated
phase 1 trial (n=96) in people
with overweight or obesity,
with completion expected in
1Q27.
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https://cckb.closeconcerns.com/r/50cd1ebb
https://cckb.closeconcerns.com/r/50cd1ebb
https://www.koreabiomed.com/news/articleView.html?idxno=29188
https://www.koreabiomed.com/news/articleView.html?idxno=29188
https://pipelinereview.com/helicore-biopharma-announces-first-participant-dosed-in-phase-1-clinical-trial-of-hcr-188-a-first-in-class-gip-antagonist-for-the-treatment-of-obesity/
https://pipelinereview.com/helicore-biopharma-announces-first-participant-dosed-in-phase-1-clinical-trial-of-hcr-188-a-first-in-class-gip-antagonist-for-the-treatment-of-obesity/
https://www.prnewswire.com/news-releases/innovent-receives-us-fda-approval-for-ind-application-of-oral-glp-1r-agonist-ibi3032-302520701.html#:~:text=(%22Innovent%22)%20(HKEX,and%20Drug%20Administration%20(FDA)%20has
https://www.prnewswire.com/news-releases/metavia-reports-additional-positive-top-line-results-from-the-mad-part-2-of-its-phase-1-study-of-da-1726-a-novel-31-ratio-glp-1-and-glucagon-dual-receptor-agonist-to-treat-obesity-further-demonstrating-its-best-in-class-potenti-302433906.html
https://www.prnewswire.com/news-releases/metavia-announces-positive-top-line-data-from-the-4-week-phase-1-mad-trial-of-da-1726-a-novel-31-ratio-glp-1-glucagon-dual-receptor-agonist-to-treat-obesity-showing-compelling-weight-loss-and-safety-effects-with-potential-best--302428044.html
https://cckb.closeconcerns.com/r/acaf2104#looking-forward-upcoming-trials-potential-label-expansions-and-readouts-across-cardiometabolic-diseases
https://investors.lexpharma.com/news-releases/news-release-details/lexicon-pharmaceuticals-and-novo-nordisk-announce-initiation


Pfizer YP05002 (small
molecule GLP-1
RA)

Phase 1 In December 2025, Pfizer
initiated a partnership with
China-based YaoPharma to
advance YP05002, a small
molecule GLP-1 RA in a
phase 1 trial for obesity.

Radella MD-18 (first-in-
class peptide
targeting PTP1B)

Phase 1 Topline data from phase 1a
trial released in November
2024

Roche CT-996 (once-daily,
oral, small molecule
GLP-1 RA)

Phase 1 Phase 2 trial expected to
begin in 2025, as of 1Q25;
phase 1 results presented at
EASD 2024

Structure Therapeutics ACCG-2671
(amylin RA)

Phase 1 Initiation of phase 1 trial in
December 2025

Vivani Medical NPM-139
(subdermal
semaglutide
implant)

Phase 1 Announced positive
preclinical weight loss data
in March 2025; phase 1 trials
to begin in 2026, pending
regulatory approval;
prioritized over NPM-115

Vivani Medical NPM-115
(subdermal
exenatide implant)

Phase 1 Topline data from phase 1
LIBERATE-1 trial released
August 2025; first in-human
application of NanoPortal
implant technology

Zealand/BI Second-generation
long-acting amylin
analog (ZP8396)

Phase 1 Phase 1 trial initiated in
3Q21 based on positive
preclinical studies; BI to fund
all R&D/commercialization
activities

Preclinical Candidates

Company Product Status Timeline

Aardvark
Therapeutics

ARD-201 Preclinical Promising preclinical results
announced August 2025;
ARD-201 aims to prevent
weight gain in patients after
GLP-1 RA withdrawal; phase
2 in-human trials, POWER and
STRENGTH, to start 2H25
and 1H26, respectively

Biomea BMF-650 (oral GLP-1
RA)

Preclinical Preclinical results from 28-day
weight loss study announced in
June 2025

Dr. Aaron Cypess’s
NIDDK Research
Group

Mirabegron (Beta-3
Adrenergic Receptor
Agonist)

Preclinical Research findings reported at
ADA 2020; Continued phase 2
investigation of mirabegron
activity on brown fat after
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https://www.pfizer.com/news/press-release/press-release-detail/pfizer-enters-exclusive-collaboration-and-license-agreement
https://clinicaltrials.gov/study/NCT07089823
https://www.biospace.com/press-releases/radella-pharmaceuticals-announces-topline-data-from-the-phase-1a-study-of-md-18-a-first-in-class-peptide-targeting-ptp1b-for-obesity
https://www.biospace.com/press-releases/radella-pharmaceuticals-announces-topline-data-from-the-phase-1a-study-of-md-18-a-first-in-class-peptide-targeting-ptp1b-for-obesity
https://cckb.closeconcerns.com/r/f4729d4b#obesity-pipeline-petrelintide-partnership-with-zealand-pharma-takes-center-stage-several-readouts-for-incretin-portfolio-expected-this-year
https://cckb.closeconcerns.com/r/5d48edf8#roche-s-ct-996-0ral-glp-1-ra-demonstrates-7-weight-loss-at-just-four-weeks-full-phase-1-results
https://ir.structuretx.com/news-releases/news-release-details/structure-therapeutics-announces-initiation-phase-1-clinical
https://investors.vivani.com/investors/news-events/press-releases/detail/188/vivani-medical-announces-positive-preclinical-weight-loss
https://investors.vivani.com/investors/news-events/press-releases/detail/198/vivani-medical-announces-rapid-advancement-of-npm-139-a#:~:text=Based%20on%20these%20data%2C%20Vivani%20prioritizes%20the%20advancement%20of%20NPM%2D139%2C%20with%20clinical%20development%20expected%20to%20begin%20in%202026%2C%20pending%20regulatory%20clearance
https://clinicaltrials.gov/study/NCT05670379
https://investors.vivani.com/investors/news-events/press-releases/detail/198/vivani-medical-announces-rapid-advancement-of-npm-139-a#:~:text=The%20LIBERATE%2D1%20Phase%201%20study%20successfully%20met%20its%20primary%20objectives%2C%20which%20were%20to%20evaluate%20the%20NPM%2D115%20implant%E2%80%99s%20safety%20and%20tolerability%20profile%20and%20to%20characterize%20the%20pharmacokinetic%20(PK)%20profile%20of%20the%20implant%20over%20a%209%2Dweek%20duration.
https://vivani.com/nanoportal/
https://clinicaltrials.gov/ct2/show/NCT05096598
https://pipelinereview.com/aardvark-therapeutics-announces-ard-201-preclinical-obesity-data-showing-significant-weight-loss-as-a-monotherapy-enhancement-of-glp-1ra-therapy-in-combination-and-effective-maintenance-following-di/
https://aardvarktherapeutics.com/programs/
https://aardvarktherapeutics.com/programs/
https://pipelinereview.com/biomea-fusion-reports-preclinical-data-for-bmf-650-a-next-generation-oral-glp-1-receptor-agonist-candidate-demonstrating-robust-weight-loss-and-appetite-suppression-in-obese-non-human-primates/
https://cckb.closeconcerns.com/r/0f20a430#main-content
https://clinicaltrials.gov/show/NCT01950520
https://clinicaltrials.gov/show/NCT01950520


proof-of-concept study
(expected completion February
2023)

Halia Therapeutics NEK7/NLRP3
inflammasome inhibitor
(HT-6194)

Preclinical Received Novo Nordisk
Golden Ticket in March 2025
to develop HT-6194 as add-on
therapy to semaglutide

Hoth Therapeutics
and Silo Pharma

GDNF-Based Therapy Preclinical Announced partnership in June
2025 to develop and
commercialize first-in-class
treatment for obesity and
metabolic disease

Kintai Therapeutics Undisclosed gut
microbiome candidate
(KTX-0200)

Preclinical Kintai advances KTX-0200 to
IND-enabling studies
in January 2020

Protagonist
Therapeutics

PN-477 (oral and
subcutaneous GLP-1/GIP/
GCG triple agonist)

Preclinical In July 2025, announced
positive preclinical data
showing potent in vitro results;
Phase 1 trial expected in 2Q26

Rani Therapeutics RT-114 (orally
administrated PG-102, a
dual GLP-1/GLP-2 RA)

Preclinical Announced in March 2025
preclinical bioavailability and
weight loss data comparable to
subcutaneously administered
PG-102; Phase 1 trial expected
to initiate in mid-2025

RedHill Biopharma Opaganib (oral
sphingosine kinase-2
(SPHK2) selective
inhibitor)

Preclinical Positive preclinical data
announced in April 2025
showing improved glucose
tolerance and sustained weight
loss with or without
semaglutide

Roche CT-173 Preclinical Phase 1 trial in obesity is
expected this year for the long-
acting PYY analog as of 1Q25

Syntis Bio SYNT-101 (once- daily
oral treatment that blocks
nutrient absorption in the
small intestine)

Preclinical In July 2025, positive
preclinical data demonstrated
consistent weekly weight loss
and preservation of lean
muscle mass

Zealand GIP agonist (ZP6590) Preclinical Significant weight reductions
alone and in combination with
GLP-1 liraglutide noted at
WCIRDC 2021

Discontinued Candidates

Company Product Status Timeline

Amgen GDF15
analog

Preclinical Presumed discontinued January 2022; Preclinical research in rodent
and primate models published October 2017

Amgen AMG 171 Phase 1 Terminated September 2024; Phase 1 trial initiated December 2019
with estimated completion April 2022

J&J JNJ-9321 Undisclosed Presumed discontinued January 2022; we are not sure if it is being
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https://www.prnewswire.com/news-releases/halia-therapeutics-awarded-novo-nordisk-golden-ticket-to-advance-obesity-and-inflammation-research-302396740.html
http://https/www.closeconcerns.com/knowledgebase/r/81126577
https://feeds.issuerdirect.com/news-release.html?newsid=4753561244725304&symbol=PTGX
https://ir.ranitherapeutics.com/news-releases/news-release-details/rani-therapeutics-announces-preclinical-data-demonstrating-0
https://www.redhillbio.com/news/news-details/2024/RedHill-Announces-Positive-Obesity-and-Diabetes-Results-with-Opaganib/default.aspx
https://cckb.closeconcerns.com/r/f4729d4b#obesity-pipeline-petrelintide-partnership-with-zealand-pharma-takes-center-stage-several-readouts-for-incretin-portfolio-expected-this-year
https://www.businesswire.com/news/home/20250410377442/en/Syntis-Bio-Releases-New-Data-Supporting-Potential-of-SYNT-101-as-a-Once-Daily-Oral-Treatment-for-Obesity-at-European-Congress-on-Obesity-and-Weight-Management
https://cckb.closeconcerns.com/r/d39786ea#Zealands_Senior_Medical_Advisor_Dr._David_Kendall_provides_pipeline_updates:_Dasiglucagon_for_congenital_hyperinsulinemia_exercise-induced_hypoglycemia_and_bihormonal_artificial_pancreas_system_GLP-1glucagon_dual_agonist_BI456906_once-weekly_amylin_ZP8396_and_once-weekly_GIP_agonist_ZP6590_for_obesity
https://cckb.closeconcerns.com/r/6dcf8276
https://clinicaltrials.gov/study/NCT04199351
https://clinicaltrials.gov/ct2/show/NCT04199351


(PYY
agonist)

studied since we cannot find any active or planned trials; 2019
study in Cell Metabolism from J&J researchers with long-acting PYY
analog; Added to company’s pipeline for type 2 diabetes and obesity
according to 2017 Pharmaceutical Business Review

Novo
Nordisk

PYY 1875 Phase 2 Discontinued in 2Q23; Phase 2 study of PYY 1875 with semaglutide
initiated July 2021 with estimated primary completion May 2022;
Phase 1 studycompleted August 2019

Novo
Nordisk

LA-GDF15
receptor
agonist

Phase 1 Terminated November 2022 due to “portfolio considerations”; Phase
1 results expected in 2021; Added to Novo Nordisk pipeline in 2Q19

Pfizer Danuglipron Phase 2 Discontinued in April 2025 due to potential drug-induced liver injury

Phase 2 trial in obesity has completed enrollment as of 3Q21 with
primary completion expected March 2022; phase 2 trial in type 2
diabetes and obesity completed November 2021; phase 2 trial in type
2 diabetes completed July 2021;

phase 1 trial in type 2 diabetes completed July 2021 with positive
topline results announced at 2020 Investor Day; highly positive phase
1 results presented at ADA 2020

Roche/
Genentech

RG7992/
BFKB8488A
(bispecific
FGFR1/
Klothoβ
antibody)

Phase 2 Discontinued in 2022; Roche appears to be targeting a potential
launch in "2024 and beyond”; First patient enrolled in phase 2 trial in
October 2020; phase 1b trial in people with T2D and/or NAFLD
completed December 2019; First in-human study completed in May
2017; In development for obesity and type 2 diabetes

Approved

Company Product Status Timeline

Epitomee
Medical

Epitomee
Capsule

FDA
approved

FDA approved in September 2024; significant weight reductions in
combination with lifestyle modifications from RESET trial
completed January 2024

Gelesis PLENITY/
Gelesis100
(expandable
hydrogel
capsule)

FDA
approved

FDA approval in April 2019; Positive topline GLOW trialresults in
November 2017

Innovent
Biologics

Mazdutide
(IBI362)
(dual GLP-1/
glucagon
receptor
agonist)

Approved
for obesity
in China;
phase 3 for
T2D,
moderate-
to-severe
obesity, and
OSA

China’s NMPA approves mazdutide for obesity in June 2025;
announced plans to launch new trials for HFpEF, MASH, and
adolescents in June 2025; full phase 3 GLORY-1 results presented
at EASD 2024 and published in NEJM; As of June 2025, three
GLORYtrials ongoing for obesity and comorbidities.

Positive phase 1 results in type 2 diabetes announced December
2021; Phase 2 trialinitiated in China in June 2021, expected
completion September 2022; IBI362 is the result of a 2019 licensing
agreement between Lilly and Innovent

Lilly Mounjaro
(tirzepatide
once-daily
injection;

Approval
for
obstructive

Announced in 1Q25 that tirzepatide is no longer being pursued for
HFpEF indication in the US; topline results
of SURMOUNT-5 released in December 2024; FDA-approved for
OSA in December 2024; Regulatory submission for HFpEF
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https://www.cell.com/cell-metabolism/pdfExtended/S1550-4131(19)30017-8
https://www.cell.com/cell-metabolism/pdfExtended/S1550-4131(19)30017-8
https://cckb.closeconcerns.com/r/7e02f16b
https://cckb.closeconcerns.com/r/26a708a9
https://clinicaltrials.gov/ct2/show/NCT04969939?term=NNC0165-1875&draw=2&rank=2
https://clinicaltrials.gov/ct2/show/NCT03707990
https://firstwordpharma.com/story/5670273
https://cckb.closeconcerns.com/r/8114a842#Two_Phase_1_Candidates_Added_to_Pipeline:_Next-Generation_Basal_Insulin_FSI965_and_Obesity_Therapy_LA-GDF15_
https://www.pfizer.com/news/press-release/press-release-detail/pfizer-provides-update-oral-glp-1-receptor-agonist
https://clinicaltrials.gov/ct2/show/NCT04707313
https://cckb.closeconcerns.com/r/a00beec8#Management_highlights_upcoming_milestone_for_oral_GLP-1_danuglipron:_phase_2_readouts_in_diabetes_and_obesity_in_4Q21_and_1H22_respectively
https://clinicaltrials.gov/ct2/show/NCT04617275?term=PF-06882961&draw=3&rank=13
https://clinicaltrials.gov/ct2/show/NCT04305587
https://cckb.closeconcerns.com/r/d437c024#Type_2_Diabetes_and_Obesity:_Small_Molecule_Oral_GLP-1_Danuglipron_Delivers_Potent_Effects_on_Blood_Sugar_and_Weight_Loss_Without_Food_or_Dose_Restrictions
https://cckb.closeconcerns.com/r/3f8967d4#Pfizers_Small_Molecule_Oral_GLP-1_Candidate_Delivers_Impressive_Dose-Dependent_Effects_on_Weight_and_Glucose_in_Phase_1_Trial
https://www.fiercebiotech.com/biotech/roche-lets-go-etro-dumping-phase-3-crohn-s-prospect-18-months-after-posting-weak-colitis
https://cckb.closeconcerns.com/r/60d59477#No_updates_on_NASH_candidate_FGFR1
https://cckb.closeconcerns.com/r/948f89bf#FGFR1_Candidate_Phase_2_Trial_first_patient_enrolled
https://clinicaltrials.gov/ct2/show/NCT03060538
https://clinicaltrials.gov/ct2/show/NCT02593331
https://clinicaltrials.gov/ct2/show/NCT02593331
https://clinicaltrials.gov/ct2/show/NCT04222322
https://cckb.closeconcerns.com/r/e0c5c129
https://cckb.closeconcerns.com/r/96677b79
https://cckb.closeconcerns.com/r/06f3e7f1#three-out-of-seven-phase-3-clinical-trials-show-positive-results-new-trials-to-assess-efficacy-in-adolescents-mash-and-hfpef
https://cckb.closeconcerns.com/r/06f3e7f1
https://cckb.closeconcerns.com/r/06f3e7f1
https://cckb.closeconcerns.com/r/5d48edf8#phase-3-glory-1-results-innovent-s-glp-1-mazdutide-confers-13-4-weight-loss-in-people-with-obesity-and-overweight
https://cckb.closeconcerns.com/r/5d48edf8#phase-3-glory-1-results-innovent-s-glp-1-mazdutide-confers-13-4-weight-loss-in-people-with-obesity-and-overweight
https://www.nejm.org/doi/abs/10.1056/NEJMoa2411528
https://cckb.closeconcerns.com/r/06f3e7f1
https://cckb.closeconcerns.com/r/06f3e7f1#three-out-of-seven-phase-3-clinical-trials-show-positive-results-new-trials-to-assess-efficacy-in-adolescents-mash-and-hfpef
https://www.prnewswire.com/news-releases/innovent-releases-results-of-a-phase-1-clinical-study-of-ibi362-a-dual-glucagon-like-peptide-1-and-glucagon-receptor-agonist-in-chinese-patients-with-type-2-diabetes-at-the-international-diabetes-federation-congress-2021-301437749.html
https://www.prnewswire.com/news-releases/innovent-releases-results-of-a-phase-1-clinical-study-of-ibi362-a-dual-glucagon-like-peptide-1-and-glucagon-receptor-agonist-in-chinese-patients-with-type-2-diabetes-at-the-international-diabetes-federation-congress-2021-301437749.html
https://clinicaltrials.gov/ct2/show/NCT04904913
https://cckb.closeconcerns.com/r/f147ba62
https://cckb.closeconcerns.com/r/bea93a41
https://cckb.closeconcerns.com/r/bea93a41
https://cckb.closeconcerns.com/r/2052eabd#lilly-diabetes-related-pipeline-summary
https://clinicaltrials.gov/study/NCT05822830
https://cckb.closeconcerns.com/r/d0982cdb
https://cckb.closeconcerns.com/r/dc81f320


GLP-1/GIP
dual agonist) sleep apnea,

obesity, and
T2D; phase
3 for
MACE;
phase 2 for
MASH and
CKD

Approved
for obesity
in many
countries,
including
by the US
FDA,
Europe’s
EMA, and
China’s
NMPA

in 4Q24; Positive topline results of 176-week SURMOUNT-1 trial
in August 2024; SUMMIT topline results released in August 2024;
Approved in China for chronic weight management in July 2024;
phase 3 SURMOUNT-OSA presented at ADA 2024; phase
2 SYNERGY-NASH full results presented at EASL 2024;
SURMOUNT-3 and SURMOUNT-4 full results presented
at Obesity Week 2023 and EASD 2023, respectively;
SURMOUNT-3 and SURMOUNT-4 topline results released in July
2023, and full SURMOUNT-2 results presented at ADA 2023.
Obesity submission completed in the US in 2Q23; Obesity
submission accepted in EU in 1Q23; SURMOUNT-2 topline results
released April 2023; Phase 1 bioequivalence study testing new
tirzepatide autoinjector device initiated April 2023 with expected
completion July 2023; SURMOUNT-5 trial initiated April 2023;
Fast track designation in sleep apnea granted in 4Q22; Initiation
of SURMOUNT-MMO trial in 3Q22; Phase 3 SURMOUNT-
OSA trial initiated 2Q22; Phase 3 SURMOUNT-MMO and phase 2
CKD trial announced in December 2021; Phase 3 study in HFpEF
(SUMMIT) initiated in April
2021; SURMOUNT-2, SURMOUNT-3,
and SURMOUNT-4 initiated in 1Q21 (all three started March 29,
2021); Investor webinar presented November 2020; Phase 3 study in
HFpEF (SUMMIT) to initiate in 2021; Phase 2 in NASH
(SYNERGY-NASH) initiated in 2019; Phase 3 for obesity
(SURMOUNT-1) initiated in 4Q19; Dose escalation data
presented ADA 2019; Phase 2b data presented at EASD 2018; Phase
1 trial completed June 2017

Novo
Nordisk

Wegovy
(semaglutide
2.4 mg
injection;
GLP-1
receptor
agonist)

Approved
for obesity
in 25
countries,
including
the US,
Europe,
Canada, and
China

Approved
for MACE
reduction,
CKD with
T2D, and
T2D

Submitted
for
regulatory
review for
MASH,
HFpEF

Phase 3 for
Alzheimer’s
disease

Full results of STEP UP trial of high dose semaglutide at ADA 2025;
In 1Q25, submitted Wegovy to the US and European regulatory
authorities to treat MASH in adults with moderate to advanced
fibrosis; US supply shortages resolved inFebruary 2025; positive
topline results of 3b STEP UP trial in January 2025; Publishes trial
design of phase 3 EVOKE and EVOKE+ for alzheimer’s disease in
January 2025; resubmitted results from the STEP-HFpEF trials to
the FDA in 4Q24; Topline phase 3 ESSENCE results for MASH in
November 2024and published in April 2025; phase 3 FLOW trial for
T2D and CKD published in NEJM in May 2024; FDA approved for
overweight and CVD in March 2024; phase 3 SELECT trial at AHA
2023; phase 3 STEP-HFpEF at ESC 2023;

US supply shortages announced in December 2021; Approved by
Health Canada in November 2021; Positive CHMP opinion in
November 2021 with European launch planned for 2H22; submitted
to Japanese regulatory authorities in 3Q21; FDA approval in June
2021

STEP 5 and STEP 8presented at ObesityWeek® 2021; post-hoc
analyses of STEP 1 and STEP 2presented at EASD 2021; STEP 4
presented at ENDO 2021 and published in JAMA; STEP 3 presented
at ObesityWeek® 2020 and published in JAMA; STEP 2 published
in The Lancet in March 2021; STEP 1 published in NEJM in
February 2021 following positive topline results in June 2020;
Positive phase 2 data presented at ENDO 2018

First-ever obesity CV

OT (SELECT) fully enrolledwith expected completion in September
2023; phase 3 OASIS 1 trial assessing oral semaglutide initiated
3Q21

Phase 3 trial of semaglutide 2.4 mg in adolescents initiated
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https://cckb.closeconcerns.com/r/7ae2a5e7
https://clinicaltrials.gov/study/NCT04184622?tab=history&a=13
https://cckb.closeconcerns.com/r/df8f220b
https://www.clinicaltrials.gov/study/NCT04847557
https://cckb.closeconcerns.com/r/2c14c02f
https://cckb.closeconcerns.com/r/34c6dcaa
https://clinicaltrials.gov/study/NCT05412004
https://cckb.closeconcerns.com/r/7aad7a42#full-surmount-osa-results-show-that-tirzepatide-reduced-moderate-to-severe-osa-severity-by-up-to-63-with-52-of-participants-achieving-disease-resolution
https://cckb.closeconcerns.com/r/39165def#positive-topline-results-from-phase-2-synergy-nash-trial-tirzepatide-significantly-improved-mash-outcomes-in-74-of-participants
https://cckb.closeconcerns.com/r/2ebb453f#tirzepatide-in-mash-synergy-nash-phase-2-trial-meets-primary-endpoint-showing-superior-and-dose-dependent-mash-resolution-without-worsening-of-liver-fibrosis-in-up-to-62-of-participants
https://cckb.closeconcerns.com/r/247d7169#SURMOUNT-3_full_results_show_GLP-1GIP_tirzepatide_confers_27_weight_loss_in_people_with_obesity_following_12-week_lifestyle_intervention_lead-in_over_half_of_participants_achieve_20_weight_loss_with_tirzepatide_
https://cckb.closeconcerns.com/r/339d91cc#SURMOUNT-4_full_results_show_GLP-1GIP_tirzepatide_confers_26_weight_loss_in_people_with_obesity_and_without_diabetes_at_88_weeks_over_50_of_participants_achieve_25_weight_loss_
https://cckb.closeconcerns.com/r/f6cdcd6c
https://cckb.closeconcerns.com/r/f6cdcd6c
https://cckb.closeconcerns.com/r/9bfb57f9#SURMOUNT-2_full_results_show_tirzepatide_confers_16_mean_weight_loss_in_people_with_type_2_diabetes_and_obesity_over_45_of_participants_achieve_15_weight_loss_over_45_of_participants_achieve_A1c_5.7_
https://clinicaltrials.gov/ct2/show/NCT04657003?term=SURMOUNT-2&draw=2&rank=1
https://cckb.closeconcerns.com/r/69cb7fea
https://clinicaltrials.gov/ct2/show/NCT05810597?term=tirzepatide&draw=2&rank=4
https://clinicaltrials.gov/ct2/show/NCT05822830?term=SURMOUNT-5&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05556512
https://clinicaltrials.gov/ct2/show/NCT05412004
https://clinicaltrials.gov/ct2/show/NCT05412004
https://cckb.closeconcerns.com/r/3f75ae22
https://www.clinicaltrials.gov/ct2/show/NCT04847557?term=summit+tirzepatide&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04657003?term=surmount-2&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04657016?term=SURMOUNT&draw=2&rank=4
https://www.clinicaltrials.gov/ct2/show/NCT04660643?term=SURMOUNT&draw=2&rank=3
https://cckb.closeconcerns.com/r/173ed94f
https://www.clinicaltrials.gov/ct2/show/NCT04847557?term=summit+tirzepatide&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04166773?term=synergy-nash&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04184622
https://cckb.closeconcerns.com/r/bb39902e#A_12-Week_Randomized_Placebo-Controlled_Study_Assessing_the_Efficacy_and_Safety_of_Three_Dose-Escalation_Algorithms_of_Tirzepatide_a_Novel_Dual_GIP_and_GLP-1_Receptor_Agonist_in_Patients_with_Type_2_Diabetes
https://cckb.closeconcerns.com/r/1732b145#Phase_2b_Data_for_Lillys_GIPGLP-1_Dual_Agonist:_Highest_Dose_Gives_2.4_A1c_Drop_25_Pounds_Weight_Loss_at_26_Weeks_But_1_in_4_Discontinue_Treatment_Due_to_Adverse_Events
https://clinicaltrials.gov/ct2/show/NCT02759107?term=LY3298176&rank=1
https://cckb.closeconcerns.com/r/14b606e2#full-results-of-phase-3b-step-up-trial-high-dose-semaglutide-7-2-mg-confers-greater-weight-loss-than-semaglutide-2-4-mg-in-people-with-obesity
https://cckb.closeconcerns.com/r/83faf8c6#obesity-revenue-wegovy-and-saxenda-totals-2-7-billion-65-cer-wegovy-will-become-the-only-glp-1-ra-covered-by-cvs-caremark-effective-july-1
https://cckb.closeconcerns.com/r/5fedb0e4
https://clinicaltrials.gov/study/NCT05646706
https://cckb.closeconcerns.com/r/4ff2c694
https://sciencehub.novonordisk.com/scientific-publications/articles/original-article.39780249.evoke-and-evoke-design-of-two-large-scale.html
https://cckb.closeconcerns.com/r/9100aa6b
https://classic.clinicaltrials.gov/ct2/show/NCT04822181?term=semaglutide&cond=NASH&draw=2
https://cckb.closeconcerns.com/r/71036194
https://www.nejm.org/doi/10.1056/NEJMoa2413258
https://cckb.closeconcerns.com/r/8b113a8c#top-highlights
https://cckb.closeconcerns.com/r/8b113a8c#top-highlights
https://cckb.closeconcerns.com/r/3ac7f854#step-hfpef-full-results-show-wegovy-confers-nearly-17-point-patient-reported-symptom-and-physical-limitation-improvement-in-people-with-obesity-and-hfpef-the-largest-benefit-on-this-endpoint-in-a-hfpef-trial
https://cckb.closeconcerns.com/r/3e6eb44c
https://cckb.closeconcerns.com/r/270eaf8c
https://cckb.closeconcerns.com/r/f8df9513
https://cckb.closeconcerns.com/r/32558246#Wegovy_and_Saxenda_climb_to_380_million_82_YOY_following_successful_US_launch_of_Wegovy_with_high_demand_continuing_to_outpace_supply_Wegovy_submitted_to_Japan_and_EU_decision_expected_by_end_of_2021
https://cckb.closeconcerns.com/r/1ef8f717
https://cckb.closeconcerns.com/r/1ef8f717
https://cckb.closeconcerns.com/r/d647911c#STEP_5_trial_results_show_sustained_weight_loss_with_semaglutide_2.4_mg_over_two-year_period_15_weight_loss_is_nearly_identical_to_the_results_seen_at_one_year_in_the_STEP_1_trial
https://cckb.closeconcerns.com/r/d647911c#STEP_8_trial_results_show_16_body_weight_reduction_for_semaglutide_2.4_mg_significantly_outperforming_liraglutide_3.0_mg_and_placebo_in_the_head-to-head_comparison
https://cckb.closeconcerns.com/r/7791de6c#Post-hoc_analysis_of_STEP_1_trial_shows_that_semaglutide_vastly_improves_reversion_to_normoglycemia_in_patients_with_prediabetes
https://cckb.closeconcerns.com/r/823913b7#Post-hoc_analysis_of_STEP_2_trial_finds_higher_dose_confers_greater_weight_loss_greater_weight_loss_associated_with_greater_reduction_in_cardiometabolic_risk_factors
https://cckb.closeconcerns.com/r/ab83c81d#Week_Data_from_STEP_4_Spotlights_Semaglutides_2.4_mg_Strength_in_Long-Term_Weight_Management_40_of_Participants_Achieve_20_Weight_Loss
https://jamanetwork.com/journals/jama/article-abstract/2777886
https://cckb.closeconcerns.com/r/9e005da4#STEP_3_Trial_Demonstrates_Benefits_of_Combined_Semaglutide_2.4_mg_and_Intensive_Behavioral_Therapy_on_Obesity_Management_and_CVD_Risk_Factors
https://jamanetwork.com/journals/jama/article-abstract/2777025
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(21)00213-0/fulltext
https://cckb.closeconcerns.com/r/4f949f4a
https://cckb.closeconcerns.com/r/6b923039
https://cckb.closeconcerns.com/r/a4cd8c19#Full_Phase_2_Results_on_Novo_Nordisks_Semaglutide_in_Obesity:_Incredibly_Impressive_Efficacy_with_27_of_Patients_on_Highest-Dose_0.4_mg_Once-Daily_Achieving_20_Weight_Loss_from_Baseline
https://clinicaltrials.gov/ct2/show/NCT03574597?term=select+semaglutide&rank=1
https://cckb.closeconcerns.com/r/b1913fe2#Future_is_bright_for_obesity_treatment:_STEP_trials_show_impressive_results_for_patients_with_overweight_and_obesity_SELECT_trial_fully_enrolled
https://cckb.closeconcerns.com/r/32558246#Initiation_of_phase_3_OASIS_1_trial_assessing_safety_and_efficacy_of_oral_semaglutide_50_mg_in_patients_with_obesity_or_overweight_n660
https://clinicaltrials.gov/ct2/show/NCT04102189


September 2019, expected completion March 2022

Novo
Nordisk

Saxenda
(liraglutide
3.0 mg)

FDA and
EMA
approved

CHMP recommendation for treatment of obesity in youth ages 12-17
in March 2021; FDA approval for chronic weight management in
youth in December 2020; phase 3 study in adolescent obesity
published in NEJM in April 2020; EMA approval for adults with
obesity in 2015; FDA approval for chronic weight management in
adults in 2014

Rhythm Setmelanotide
(MC4R
agonist)

FDA and
EMA
approved
for obesity
caused by
rare genetic
variants

EU authorization for treatment of obesity caused by rare genetic
variants in July 2021; FDA approval in November 2020; Positive
results presented at ObesityWeek® 2020; Positive phase 3 topline
results announced in August 2019; Phase 3 trial in POMC deficiency
obesity initiated May 2017; Phase 2 data published in NEJM in July
2016; Received Breakthrough Therapy and Orphan Drug
Designations in January 2016

Presumed Discontinued Candidates

Company Product Status Timeline

OPKO
Health/
Transition
Therapeutics

OPK88003
(formerly TT401)
(GLP-1/glucagon
dual agonist)

Phase
2 Partnership to develop and commercialize OPK88003 in Asia

announced in 3Q21

Topline phase 2b dose-escalation results announced in 2Q19;
Topline phase 2 results reported February 2016; Acquired by
OPKO Health after Lilly terminated partnership agreement

--by Molly Grazioso, Jeremy Alkire, Kayla Mathieu, Kat Moon, Esther Min, and Kelly Close
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https://cckb.closeconcerns.com/r/f5b0bde7
https://cckb.closeconcerns.com/r/61d17211
https://cckb.closeconcerns.com/r/0260a51a
https://cckb.closeconcerns.com/r/5b24faf5
https://cckb.closeconcerns.com/r/856f958b
https://cckb.closeconcerns.com/r/0a3ce1b5
https://www.fda.gov/drugs/news-events-human-drugs/fda-approves-first-treatment-weight-management-people-certain-rare-genetic-conditions
https://cckb.closeconcerns.com/r/9e005da4#A_Randomized_Trial_of_a_Once-Weekly_Formulation_of_Setmelanotide_in_Individuals_with_Obesity
https://ir.rhythmtx.com/news-releases/news-release-details/rhythm-pharmaceuticals-announces-positive-topline-results
https://clinicaltrials.gov/ct2/show/NCT02896192?term=setmelanotide&phase=2&rank=5
https://cckb.closeconcerns.com/r/a342f346
http://www.nejm.org/doi/full/10.1056/NEJMoa1512693
https://cckb.closeconcerns.com/r/b6adcb5a
https://cckb.closeconcerns.com/r/b6adcb5a
https://cckb.closeconcerns.com/r/655052d7
https://cckb.closeconcerns.com/r/f0bb45bb
https://cckb.closeconcerns.com/r/88332c25
https://cckb.closeconcerns.com/r/baf5eaca
https://cckb.closeconcerns.com/r/7561f913
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