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Disclaimer and Cautionary Note on Forward-Looking Statements
The following presentation has been prepared by Adagene Inc. (“Adagene” or the “Company”) solely for informational purposes and should not be construed to be, directly or indirectly, in whole or in part,
an offer to buy or sell and/or an invitation and/or a recommendation and/or a solicitation of an offer to buy or sell any security or instrument or to participate in any investment or trading strategy, nor shall
any part of it form the basis of, or be relied on in connection with, any contract or investment decision in relation to any securities or otherwise. This presentation does not contain all relevant information
relating to the Company or its securities, particularly with respect to the risks and special considerations involved with an investment in the securities of the Company. Nothing contained in this document
shall be relied upon as a promise or representation as to the past or future performance of the Company. Past performance does not guarantee or predict future performance. You acknowledge that any
assessment of the Company that may be made by you will be independent of this document and that you will be solely responsible for your own assessment of the market and the market position of the
Company and that you will conduct your own analysis and be solely responsible for forming your own view of the potential future performance of the business of the Company.

This document contains certain statements that constitute forward-looking statements within the meaning of Section 27A of the Securities Act of 1953, as amended, and Section 21E of the Securities
Exchange Act of 1934, as amended, with respect to the Company’s future financial or business performance, anticipated clinical activities and development, strategies or expectations. These statements
typically contain words such as “believe,” “may,” “will,” “could,” “expects” and “anticipates” and words of similar import. Any statement in this document that is not a statement of historical fact is a
forward-looking statement and involves known and unknown risks, uncertainties and other factors which may cause the Company's actual results, performance or achievements to be materially different
from any future results, performances or achievements expressed or implied by such forward-looking statements. Such forward-looking statements including statements regarding the potential implications
of clinical data for patients, and Adagene’s advancement of, and anticipated clinical activities, clinical development, regulatory milestones, and commercialization of its product candidates. Actual results
may differ materially from those indicated in the forward-looking statements as a result of various important factors, including but not limited to Adagene’s ability to demonstrate the safety and efficacy of
its drug candidates; the clinical results for its drug candidates, which may not support further development or regulatory approval; the content and timing of decisions made by the relevant regulatory
authorities regarding regulatory approval of Adagene’s drug candidates; Adagene’s ability to achieve commercial success for its drug candidates, if approved; Adagene’s ability to obtain and maintain
protection of intellectual property for its technology and drugs; Adagene’s reliance on third parties to conduct drug development, manufacturing and other services; Adagene’s limited operating history and
Adagene’s ability to obtain additional funding for operations and to complete the development and commercialization of its drug candidates; Adagene’s ability to enter into additional collaboration
agreements beyond its existing strategic partnerships or collaborations, and the impact of the COVID-19 pandemic on Adagene’s clinical development, commercial and other operations, as well as those
risks more fully discussed in the “Risk Factors” section in Adagene’s filings with the U.S. Securities and Exchange Commission. There can be no assurance that the results and events contemplated by the
forward-looking statements contained herein will in fact occur. None of the future projections, expectations, estimates or prospects in this document should be taken as forecasts or promises nor should
they be taken as implying any indication, assurance or guarantee that the assumptions on which such future projections, expectations, estimates or prospects have been prepared are correct or exhaustive
or, in the case of assumptions, fully stated in the document. The Company also cautions that forward-looking statements are subject to numerous assumptions, risks and uncertainties, which change over
time and which may be beyond the Company’s control.

This presentation concerns product candidates that are or have been under clinical investigation and which have not yet been approved for marketing by the U.S. Food and Drug Administration, European
Medicines Agency, The China National Medical Products Administration, or other foreign regulatory authorities. These product candidates are currently limited by U.S. Federal law to investigational use, and
no representations are made as to their safety or effectiveness for the purposes for which they are being investigated.

The information that can be accessed through the hyperlinks included in this presentation is not incorporated by reference into this presentation, and you should not consider such information to be part of
this presentation.

This document speaks as of May 14, 2023. Neither the delivery of this document nor any further discussions of the Company with any of the recipients shall, under any circumstances, create any implication
that there has been no change in the affairs of the Company since that date. Adagene undertakes no obligation to publicly update or revise any forward-looking statements, whether as a result of new
information, future events or otherwise, except as may be required by law.
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Our Story
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Ada
Mathematician who invented the first 

computational algorithm

Gene
Inherited through millions of years of evolution for 

survival
+

Leveraging AI and computational biology, we 

are pioneers in creating dynamic and precise 

antibodies with tailor-made safety and 

efficacy to transform cancer care



Highlights

Focus on anti-CTLA-4 
franchise with validation 

by partners

• One masked and one unmasked, targeting a unique epitope of CTLA-4
• Roche sponsoring & conducting clinical trial of ADG126 in 1L liver cancer 
• Key readouts planned in 2023 for Ph 2 studies with anti-PD-1 (including 

pembrolizumab) in targeted tumor types, paving way for pivotal trial(s)
• AACR data reinforce best-in-class profile of ADG126 in combination

Validation of SAFEbody®
technology by partners

• Sanofi and Exelixis technology licensing agreements for SAFEbody®

Additional pipeline 
candidates

• Robust pipeline leveraging SAFEbody, with range of partner opportunities
• Clinical candidates target CD137 (one masked, one unmasked)
• Preclinical masked anti-CD47 and T-cell engagers (CD3, CD28)

Strong cash balance 
with runway into 2025

• US$143.8M as of December 31, 2022
• Additional non-dilutive funding from collaborations
• EXEL $3M milestone achieved for 2nd target in 2023
• Cash runway with streamlined operations into 2025
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Experienced and Committed Management Team

Felix Du,  Ph.D. 
Chief Technology Officer

Raymond Tam, M.B.A 
Chief Financial Officer

JC Xu, M.D., Ph.D.
Chief Scientific Officer

Qinghai Zhao, Ph.D.
Chief Manufacturing Officer

Jiping Zha, M.D., Ph.D.
EVP, Clinical Development

Yan Li,  M.B.A
SVP,

Bioinformatics and IT
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Alexander Goergen
VP, 

Head of Business Development

Ami Knoefler
VP, 

IR and Corporate Communications

Dr. Peter Luo was Co-founder, President and CTO of 
Abmaxis which was acquired by Merck in 2006 for $80M 



Disruptive Technologies For Tailor-Made Antibody Therapeutics

TME

Normal Cells

Cancer Cells

Precision masking for 

antibody safety

Dynamic engagement with novel 

epitope of a given target

POWERbody™NEObody™ SAFEbody®

Empowered SAFEbody in 

different modalities

6



SAFEbody® Technology Licensing Collaborations: 
Provide Non-Dilutive Funding

Partner Summary 

• $2.5B value for development of SAFEbody monoclonal & bispecific mAbs
• $17.5M upfront (initial 2 targets), plus royalties
• Option for additional 2 targets

• Development of 2 SAFEbody antibody drug conjugates (ADCs)
• $11M upfront (2 targets), plus royalties
• Achieved $3M milestone for 1st target & $1.1M upfront payment in 2022
• Additional $3M milestone for 2nd target achieved in 2023

• Development of SAFEbody ADCs
• Licensing fee, up to $166M milestones, plus royalties
• Adagene retains certain rights in Greater China

7

US $21.6M received in 2022 from SAFEbody technology licensing collaborations, 
plus additional $3M milestone from EXEL in 2023



Roche Collaboration:  Validates SAFEbody with Clinical Trial of ADG126 in 
Combination for 1L HCC, Providing Path to Registration 

8

- Roche to sponsor & conduct phase 1b/2 clinical trial in 1L treatment of advanced hepatocellular 
carcinoma (HCC)
▪ Randomized trial, initially in 60 patients, paving way for registration
▪ Adds ADG126 to atezolizumab and bevacizumab in triplet combination, vs. approved doublet

- Further validates role of anti-CTLA-4 in HCC, leveraging Roche’s expertise in liver cancer
▪ AstraZeneca’s tremelimumab recently approved in single dose combo for 1L (HIMALAYA data)
▪ Ipilimumab also approved for 2L HCC in combo

- Roche sponsors multi-national trial
▪ Both companies provide their respective drugs
▪ Adagene retains full commercial rights to ADG126 globally
▪ Reduces Adagene R&D costs 



A Robust, Transformative Pipeline of Wholly-Owned Assets

Program &
Technology

Target

Development stage
Retained 

RightsDiscovery
IND 

Enabling
Ph 1 Ph 2 Pivotal

ADG116
NEObody

CTLA-4

Global

ADG126
SAFEbody

Global

ADG106
NEObody

CD137

Global 

ADG206
POWERbody

Global

ADG153
SAFEbody

CD47 Global

ADG138 
POWERbody

HER2xCD3 Global

ADG152
POWERbody

CD20xCD3 Global

POWERbody Undisclosed Global

NEObody, SAFEbody & 
POWERbody

Various 
(e.g., CD28)

Global

Two additional candidates derived from Adagene’s AI-powered antibody platform are in development by other entities in China.  These include ADG104, an anti-PD-L1 antibody in phase 
2 development by Sanjin, and ADG125, an antibody targeting CSF-1R in phase 1 development by Dragon Boat BioPharmaceutical. 
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Why Next-Gen Anti-CTLA-4 Therapy?

- Treg is the key component of immune suppression
• “Cold” tumors such as MSS-CRC, have a highly upregulated Treg in TME

- CTLA-4 expression is increased in Treg and is a validated target for mediating Treg 
depletion
• Treg depletion can be achieved by intra-tumoral Ipi injection (very high local concentrations) in order 

to overcome the safety limit by the systemic delivery of Ipi (≤ 3 mg/kg) in combination with PD-1

- Our differentiated next generation anti-CTLA-4 candidates are designed to provide 
safe and potent immunotherapy 
• ADG116: Targeting a unique and cross-reactive epitope with strong ADCC-mediated Treg depletion 
• ADG126: Adds masking for conditional activation with better safety, which enables higher dose 

levels by systemic delivery to be used in both monotherapy (20 mg/kg) and (≥ 10 mg/kg) in 
combination with anti-PD-1 therapy

10



New Developments Rejuvenating Anti-CTLA-4 Therapy, yet Safety 
Remains a Core Challenge*

11

November 10, 2022 October 21, 2022 

▪ Two recent FDA approvals for tremelimumab

▪ Treg depletion with next generation show efficacy in cold tumors (e.g., MSS CRC)
▪ ORR is 23% but Grade 3 and higher TRAE is 43%

Botensilimab (Fc-enhanced anti-CTLA-4, balstilimab (anti-PD-1) and BMS-986249 (anti-CTLA-4 
Probody®) are in clinical development and are not approved.
*References: FDA.org, agenusbio.com, ESMO 2022, SVB Leerink. 

https://www.fda.gov/drugs/resources-information-approved-drugs/oncology-cancer-hematologic-malignancies-approval-notifications
https://investor.agenusbio.com/news-releases/news-release-details/agenus-shows-unprecedented-activity-botensilimabbalstilimab
https://www.esmo.org/meeting-calendar/past-meetings/esmo-congress-2022/abstracts#:~:text=All%20Late-breaking%20abstracts%20accepted%20for%20presentation%20at%20ESMO,at%20https://oncologypro.esmo.org/meeting-resources/esmo-congress/anti-cytotoxic-t-lymphocyte-antigen-4-ctla-4-probody-bms-986249-nivolumab-nivo-in-patients-pts-with-advanced-cancers-updated-phase-i-results00%3A05%20CEST%20on%20Friday%2C%209%20September%202022.


Ipilimumab: Approved Anti-CTLA-4, but Clinical Efficacy Is Limited by 
Dose-Dependent Toxicity (DDT)

12

Ipilimumab Monotherapy:  
Long-Term Follow-up in Melanoma* 

10mg/kg 3mg/kg

OS @ 5 years 25% 19%

≥ Gr 3 TRAEs 36% 20%

Drop off rate 34% 19%

*Reference: Ascierto PA, et al. J Immunother Cancer 2020;8:e000391. doi:10.1136/jitc-2019-000391
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Tumor 
Type

Ipilimumab
Dosing Regimens

Overall Survival 
(OS)

TRAE >=G3
AEs Lead to 

Discontinuation

HCC 1 mg/kg Q3W 12 months 29% 6%

HCC 3 mg/kg Q3W 23 months 53% 18%

Nivo + 4 doses of Ipi; For HCC, approved dose level is Nivo 1mg/kg+ Ipi 3mg/kg; patient population is previously treated with sorafenib (2L);  dosing regimens 
q3w for 4 doses. Reference on file.
.

Ipilimumab: Greater efficacy at higher doses associated with more side 

effects and discontinuations

Ipilimumab: Combination Data in HCC Highlight Dose-Dependent 
Challenge of Anti-CTLA-4 Therapy



Twin Story of anti-CTLA-4: Treg to Deplete or Not?

14

Aurélien Marabelle, 
M.D., Ph.D.

Padmanee Sharma, 
M.D., Ph.D.



Grand Challenge to Developing a Best-in-Class Anti-CTLA-4 
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▪ Safety as monotherapy

▪ Safety in combination with PD-1 

▪ Safety for late-onset AEs with repeat dosing

Safety is ‘The Holy Grail’ for 
Anti-CTLA-4 Therapy*

*Report by D. Graybosch, SVB Leerink, Nov 2022



686k

ADG126 SAFEbody
(Masked)

IgG1 

16

IgG1 

ADG116 NEObody
(Parental)

6 hours

In vivo imaging of accumulation of SAFEbody ADG126 vs parental ADG116 in tumors

5 days

Enabling Anti-CTLA-4 Therapeutic Window for Immunotherapies



ADG116 & ADG126:  Scientific Rationale Demonstrates Targeting a 
Distinct Epitope of CTLA-4 Matters

17

IgG1 

Partial CTLA-4 
blockade 

Stronger ADCC

Evolutionally conserved and distinct epitope of ADG116 from ipilimumab to enable partial 
CTLA-4 blockade and enhanced ADCC for Treg Depletion

Strong ADCC for Treg Depletion in TME



- A 39-year-old male with stage IIIb HCC with ECOG PS 0 

• Ongoing ADG126 10 mg/kg Q3W treatment in C6 with control of tumor growth (stable disease)

- Previously progressed on anti-PD-L1 therapy 

• 1L: Atezolizumab + bevacizumab (Jul 2021 – Feb 2022, PD)

• 2L: lenvatinib (Mar – Sep 2022, PD)

- Increased ratio of Teff / Treg, with Treg depletion and increased CD8+ T cells was observed in paired tumor biopsies
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* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023.

ADG126 Mechanism Validated: Increased Teff/Treg Ratio in TME in HCC 
Monotherapy Patient who Progressed on IO Therapy*

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf


ADG126 & ADG116 Monotherapy Safety Profiles: Reduced Dose-Dependent 
Toxicity Suggests Clinical Improvement Over Historical Controls*

19

Unmasked Dose (Q3W) TRAE > Grade 3

ADG116
≤ 6 mg/kg (n=24) 0%

10 & 15 mg/kg (n=26) 13%

Ipilimumab+ 3 mg/kg 20-27%

10 mg/kg 36%

* This slide contains information from various clinical trials which are not head-to-head comparisons. Data on file.
** Dosing of 10 & 20 mg/kg is calculated from 800 mg and 1600 mg, assuming 80kg body weight from ESMO 2022, 740P, NCT03369223
+  Data for Ipilimumab from trials in melanoma.  Reference on file.

Masked Dose TRAE > Grade 3

ADG126* 
(SAFEbody)

10 and 20 mg/kg
Q3W with repeat dosing (n=17)

0%

BMS 986249
(Ipi-Probody)

20 mg/kg** Q4W (n=10) 60%



ADG116: Our NEObody Solution

20



ADG116 Clinical Results Show Differentiated Safety & Efficacy Profile in 
Heavily Pre-treated Patients with Difficult-to-treat Tumors*

21

- Comprehensive, differentiated monotherapy safety 
profile in >50 patients; low rate of TRAEs ≥Grade 3

- Demonstrated efficacy in heavily pre-treated 
patients, both as monotherapy & in combination 
with anti-PD-1

- Activity across warm and cold tumors, including 3 
PRs (RCC, MSI-H endometrial & Kaposi’s sarcoma) 
with ADG116 monotherapy, one CR in HNSCC & 
activity in MSS CRC with ADG116 + PD-1

- Manageable safety in combination with anti-PD-1; 
optimizing combination dosing 

* Data published at SITC 2022

ADG116 applies NEObody technology to target 
a unique, highly conserved epitope of CTLA-4.

https://investor.adagene.com/news-releases/news-release-details/adagene-announces-clinical-data-sitc-2022-anti-ctla-4-neobodytm


ADG116 Monotherapy: 
Comprehensive Safety Data Show Dose-Dependent Toxicity

• At 10 mg/kg dose level (n=23), rate of ≥ Grade 3 TRAEs is 13%*

• At ≤ 6 mg/kg dose level (n=24), rate of ≥ Grade 3 TRAEs is 0%*

22

* TRAEs Grade 3 and higher for the approved anti-CTLA-4 therapy, ipilimumab, are ~36% at 10 mg/kg and 20% at 3 mg/kg in first-line monotherapy in melanoma patients.  Source: Ascierto PA, et al. 

J Immunother Cancer 2020;8:e000391. doi:10.1136/jitc-2019-000391
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• Male, 56 years old, with clear cell renal cell carcinoma

• Previously received sunitinib (1st line) followed by INCB86550 (Oral PD-L1 inhibitor)

• Dosed by ADG116 at 10mg/kg Q3W, with only G2 TRAEs 

ADG116 Monotherapy:  Partial Response in Previously Treated Renal Cell 
Carcinoma Patient* Confirms Efficacy of Targeting Unique Epitope

* Response on November 2, 2022 post data cutoff for SITC. 

Baseline 6 weeks 12 weeks* 21 weeks

Target Lesion

TL1- Lung RLL 15 mm 11 mm 11 mm 9 mm

TL2 - Lung RML 16 mm 14 mm 14 mm 13 mm

TL3 – LN 22 mm 14 mm 14 mm 14 mm

TL-4- R kidney 47 mm 47 mm 30 mm 27 mm

TL-5- LN 15 mm 10 mm 7 mm 5 mm

Sum 115 mm 96 mm (-17%) 76 mm (-34%) 68 mm (-41%)

Non-Target
Lesions

Multiple Present Present Present Present 

New Lesion N/A No No No 

Overall N/A SD PR PR



ADG116 + Anti-PD-1 Therapy is Tolerable up to 3 mg/kg for ADG116

24* Data published in poster presentations at SITC 2022

ADG116 (3 mg/kg Q3W IV) + Pembrolizumab (200mg Q3W IV), n=6 
- Manageable safety and tolerability profile with no dose-limiting toxicities
- Most frequent TRAEs observed:  fatigue (4/6, 67%), pruritus (3/6, 50%) and nausea (3/6, 50%) 
- Two patients had Grade 3 TRAEs: one Grade 3 dehydration (Cycle 3) and one Grade 3 rash (Cycle 1)

ADG116 (3 mg/kg Q3W IV) + Toripalimab (240mg Q3W IV), n=6
- G1/2 and G3 TRAEs were reported in 3 and 3 out of 6 patients, respectively
- No G4/5 TRAEs were reported. No patient discontinued due to TRAEs
- G3 TRAEs were observed in one patient in cycle 1 and two patients in ≥ cycle 3 
- Treatment-related SAEs were reported in 2 (33%) patients (G3 diarrhea & G3 nausea) 
- DLTs were reported in 1 patient (G3 diarrhea)

ADG116 (6 mg/kg Q6W IV) + Toripalimab (240mg Q3W IV), n=3
- DLTs reported in 2 patients (G3 diarrhea and G3 immune-related myocarditis) and G3 TRAEs reported in 3 

out of 3 patients 
- Dose of ADG116 was de-escalated to 3 mg/kg Q3W

https://www.adagene.com/pipeline/publications/


Case study: Durable Complete Response to ADG116 3mg/kg 
Q3W + Toripalimab 240mg Q3W in a Recurrent HNSCC Patient

• Male, 64 years, ECOG PS 1, HPV negative 
recurrent head and neck squamous cell 
carcinoma (HNSCC)

• Previously received

o Locally advanced HNSCC initial therapy:

Right modified cervical lymph node dissection 
followed by adjuvant radiotherapy

o Recurrent HNSCC therapy: 

Concurrent chemoradiotherapy, including weekly 
cisplatin

• Durable complete response sustained beyond 
week 54 with manageable safety profile**

25

Figure 6. Photos of external lesions (right mandibular and right submandibular) at C1D1, C2D1 

and C4D2

* Data published in poster presentation at SITC 2022

** 20-F Filing on April 28, 2022 

*

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/SITC+2022+ADG116-P001+Poster.pdf


ADG116 in Combination with Pembrolizumab: 
Significant CEA Reduction in MSS CRC Patients

26

• Significant changes observed in a tumor-related biomarker in two patients with metastatic 
MSS CRC; a 43% and 27% reduction in (CEA) levels observed*

• Data support continued evaluation of ADG116 combo with pembrolizumab that may 
improve outcomes in certain patients with difficult-to-treat tumor types

* Data published in poster presentation at SITC 2022

Patient with liver metastasisPatient with lung metastasis

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/SITC+2022+ADG116-P001+Poster.pdf


ADG126: Our SAFEbody Solution

27



ADG126 Clinical Results Show Best-in-Class Safety & Differentiated 
Efficacy Profile in Heavily Pre-treated Patients *

28

- No G3 TRAEs as monotherapy up to 20mg/kg Q3W, with early 

efficacy signals in heavily pre-treated patients

- Best-in-class safety profile with anti-PD-1 in comparison with 

other anti-CTLA-4 molecules at similar doses / schedules

- Differentiated combination efficacy at 10 mg/kg dose level 

with 4 PRs reported in dose escalation with anti-PD-1:

- Includes an IO-experienced patient with PD-1 resistance; only G2 TRAEs

- PRs include tumor types where PD-1 monotherapy or its combination 

with CTLA-4 therapy not approved

- 2 cases of significant tumor shrinkage (20% reduction and higher in 

target lesions) in MSS CRC patients with liver metastasis

- Results pave way for improved clinical benefit at higher doses

* Data published at SITC 2022

ADG126 applies SAFEbody precision masking 
technology to ADG116 for a best-in-class 

safety profile and enhanced efficacy.

https://investor.adagene.com/news-releases/news-release-details/adagene-announces-clinical-data-sitc-2022-anti-ctla-4-neobodytm


Figure 2 and Table 2. TRAEs reported at any dose level of ADG126 monotherapy

ADG126 Monotherapy: No DLT up to 20 mg/kg Q3W with repeat dosing

- Well tolerated with no dose limiting toxicities at doses up to 20 mg/kg Q3W with repeat dosing

- No > G2 treatment-related adverse events (TRAEs) and no treatment-related serious adverse events (SAEs)

- No patient discontinued study treatment due to TRAE

29* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023.

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf


Better Monotherapy Safety Translates into Better Combination Safety 
with Anti-PD-1 at Higher Doses with Repeat Dosing

30

Masked
ADG126 Dosing Regimens DLT TRAE > Grade 3

AEs Lead to 
Discontinuation

ADG126
(SAFEbody)

6 mg/kg Q3W  

10 mg/kg Q3W/Q6W (N=20)
No 25%$ 5%

BMS 986249*
(Ipi-Probody)

3 mg/kg Q4W** No 33% 8%

10 mg/kg Q4W** Yes 45% 36%

$ Data is from tori combination ADG126-1001 study (data cutoff: Mar 14, 2022). Data published in poster presentation at AACR 2023.
* This slide contains information from various clinical trials which are not head-to-head comparisons. Data on file.
** Dosing of BMS-986249 at 3 & 10 mg/kg is calculated from 240 mg and 800 mg, assuming 80kg body weight from ESMO 2022, 740P, NCT03369223

Ipilimumab*

3 mg/kg Q3W** Yes >50% >30%

1 mg/kg Q6W** Yes >30% >10%

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf


ADG126 (6 mg/kg Q3W and 10 mg/kg Q3W or Q6W) + Toripalimab (240 mg Q3W) Dose Escalation
• No significant differences in safety across the three dose escalation cohorts
• No DLT or >G3 TRAE has been reported
• Five patients (25%) experienced G3 TRAEs: Most of G3 TRAEs occurred no earlier than Cycle 4

• Three patients experienced treatment-related SAE:  one G3 hepatitis§, one G3 sepsis‡ and one G3 myocarditis‡ (this 
led to discontinuation of patient in study)

Safety Profile of ADG126 + Toripalimab (Anti-PD-1)

31

TRAEs in 20 patients of three dose escalation cohorts who received ADG126 (6 mg/kg Q3W and 10 mg/kg Q3W or Q6W) + TORI (240mg Q3W). LFT = Liver function test; § G3 TRAE 
observed at ADG126 6 mg/kg Q3W + TORI 240 mg Q3W; ‡ G3 TRAE observed at ADG126 10 mg/kg Q3W or Q6W + TORI 240 mg Q3W 

* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023.

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf


Two Confirmed PRs with ADG126 + Toripalimab in Dose Escalation

• Among the 18 evaluable patients* in the three dose escalation cohorts, overall ORR = 11% and DCR = 56% 

o ORR = 28% and DCR = 57% among the 7 evaluable patients* who received ADG126 10 mg/kg Q3W + 
TORI 240 mg Q3W

o Confirmed PR in two patients with penile SCC (-72%) and anal SCC (-36%) previously treated with 
chemotherapy

32
* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023. Evaluable patients with at least 1 valid post-treatment tumor assessment. 
For the swimmer plot, bars end at the study day of EOT, last dose date, or the last tumor assessment, whichever is latest. 
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https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf
https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf


Prolonged Stable Disease and Reduced Target Lesions 
in “Cold” Gastrointestinal Adenocarcinoma

• A 58% and 21% reduction in the 
sum of target lesions were 
observed in two MSS CRC patients 
with liver metastasis at baseline, 
respectively

• Prolonged SD in a PDAC patient 
with ongoing treatment in C11 and 
a 5% reduction in the sum of target 
lesions

33

Response to ADG126 + TORI in gastrointestinal epithelial “cold tumors” 
including MSS CRC and PDAC



Case Study #1 in MSS CRC Patient with Liver Mets: 
58% Reduction of Target Lesions

- Male, 53 years old, ECOG PS 0
- MSS CRC rectosigmoid adenocarcinoma with liver metastasis at baseline
- Previously received surgery and 3 lines of prior therapies
- Mixed response with a 58% reduction in the sum of target lesions was observed at week 

17; treatment is ongoing (ADG126 10 mg/kg ADG126 Q6W + 240 mg TORI Q3W)

34

Baseline Week 7 Week 13 Week 17

Target
Lesion

TL1 – Lung 15 mm 14 mm 13 mm 16 mm
TL2 – Lymph Node 22 mm 12 mm 12 mm Disappeared
TL3 – Lymph Node 18 mm 10 mm 6 mm Disappeared
TL4 – Lymph Node 19 mm 14 mm 15 mm Disappeared
TL5 – Liver 17 mm 20 mm 22 mm 22 mm
Sum 91 mm 70 mm (-23%) 68 mm (-25%) 38 mm (-58%)

Non-Target
Lesion

NTL1 – Lung Present Present Present Disappeared
NTL2 – Bone Present Present Present Present

New Lesion NA No No Yes
Overall Response NA SD SD PD (iuPD)

* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023. 

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf
https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf


Case Study #2 in MSS CRC Patient with Liver Mets: 
21% Reduction of Target Lesions 

- Male, 74 years old, ECOG PS 1
- MSS colorectal adenocarcinoma with liver metastasis at baseline
- Prior therapies: XELOX + bevacizumab; irinotecan + cetuximab; irinotecan + panitumumab 
- A 21% reduction in the sum of target lesions was observed; treatment is ongoing (ADG126 6 

mg/kg Q3W + TORI 240 mg Q3W)
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Baseline Week 8 Week 14 Week 24 Week 33

Target Lesion
TL1 - Liver 55 mm 52 mm 44 mm 40 mm 38 mm
TL2 - Liver 48 mm 48 mm 44 mm 44 mm 43 mm
Sum 103 mm 100 mm (-3%) 88 mm (-15%) 84 mm (-18%) 81 mm (-21%) 

Non-Target Lesion Present Present Present Present Present
New Lesion NA No No No No
Overall Response NA SD SD SD SD

* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023. 

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf
https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf


Case Study #3 in a PDAC Patient:
Prolonged Control of Tumor Growth

- Female, 56 years old, ECOG PS 0
- Pancreatic ductal adenocarcinoma
- Previously received curative surgery and 4 lines of therapies: gemcitabine / nab-paclitaxel; 

FOLFIRINOX; oxaliplatin, raltitrexed, irinotecan and leucovorin; gemcitabine / capecitabin
- Prolonged control of tumor growth (SD) with a 5% reduction in the sum of target lesions; 

treatment is ongoing (ADG126 6 mg/kg Q3W + TORI 240 mg Q3W)
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Baseline Week 8 Week 15 Week 23 Week 31

Target Lesion
TL1 - Liver 23 mm 22 mm 23 mm 23 mm 17 mm
TL2 - Liver 21 mm 21 mm 20 mm 19 mm 25 mm
Sum 44 mm 43 mm (-2%) 43 mm (-2%) 42 mm (-5%) 42 mm (-5%) 

Non-Target Lesion Present Present Present Present Present
New Lesion NA No No No No
Overall Response NA SD SD SD SD

* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023. 

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf
https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-1001.pdf


ADG126 (6mg/kg Q3W, 10mg/kg Q3W and Q6W) + 
pembrolizumab 200 mg Q3W

- No DLTs; most frequent TRAEs: fatigue (3), 
diarrhea (2), nausea (2) and vomiting (2)

- Most TRAEs were G1 and G2

- Two Pts (18%) had G3 TRAEs: one G3 diarrhea as 
late onset toxicity (C8 in 6 mg/kg Q3W cohort) 
and one G3 adrenal insufficiency (C3 in 10 mg/kg 
Q6W cohort); no G4/5 events

- Safety profile comparable to pembrolizumab 
monotherapy

ADG126 + Pembro Dose Escalation: 
Favorable Safety Profile in Heavily Pre-Treated Patients

37* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023.

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-P001.pdf


ADG126 + Pembro Dose Escalation: 
PR in a Patient with Metastatic Endometrial Cancer 

- Advanced adenocarcinoma of endometrium (MSI-H) with lung metastasis

- Previously received carboplatin + paclitaxel × 6 cycles followed with anastrozole as a 

maintenance therapy until new lung metastasis lesion developed

- ADG126 10mg/kg Q3W + pembro 200mg Q3W

- PR with a 33% and a 37% target lesion reduction at the end of C2 and C4, respectively 
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Lesion # Location Baseline End of C2 End of C4

Target lesion
TL#1 Lung, Right 27 mm 18 mm 17mm

Sum 27 mm 18 mm 17mm

Non-target lesion N/A N/A N/A N/A

New lesion No No

Overall response PR (-33%) PR (-37%)

* Data published in poster presentation at AACR 2023.  Data cutoff March 14, 2023.

https://adagene-www.s3.us-west-2.amazonaws.com/pdf/AACR-2023-ADG126-P001.pdf


ADG126 + Pembro Dose Escalation: 
PR in IO-experienced patient with Cervical Cancer Patient 

- Advanced cervical cancer (stage IV squamous carcinoma) with mediastinal lymph node metastasis

- PD-L1 CPS score = 1, TMB high: 24 Muts/Mb

- Previously received 2 lines of therapies:

• Carboplatin/paclitaxel/bevacizumab x 6 cycles

• Pembrolizumab monotherapy × 9 cycles

- ADG126 10 mg/kg Q3W + Pembro 200 mg Q3W
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Lesion # Location Baseline End of C2 End of C4 End of C6 End of C8

Target lesion

TL#1 Lymph node (Subcarinal) 25 mm 25 mm 21 mm 17 mm 13 mm

TL#2 Lymph node (Pre-carinal) 29 mm 29 mm 30 mm 30 mm 25 mm

Sum 54 mm 54 mm 51 mm 47 mm 38 mm

Non target lesion Lymph node (Right Supra-clavicular) Present Present Present Present Present

New lesion No No No No

Overall response SD (+0%) SD (-5.6%) SD (-13%) PR (-30%)*

* PR reported on April 28, after publication of AACR 2023 poster with data cutoff of March 14, 2023.



MSS CRC: Multi-Billion Market Opportunity 
Reflects Serious Global Unmet Need

US$ 18.6B US$ 24.1 B CAGR of 3.3% 
from 2022 to 2028

.

95% of metastatic CRC patients are microsatellite stable (MSS) CRC 

20% of patients with CRC have metastases at the time of diagnosis, and up to 50% of patients 

with initially localized disease will develop metastases

1.9 million new CRC cases and 0.9 million deaths worldwide (2020)

References: the insight partners 2022; J Anus Rectum Colon. 2021; 5(1): 11–24; CA CANCER J CLIN 2022;72:372–401; Transl Oncol. 2021 Oct;14(10):101174. doi: 
10.1016/j.tranon.2021.101174. Epub 2021 Jul 6

https://www.theinsightpartners.com/pr/colorectal-cancer-market
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7843143/
https://pubmed.ncbi.nlm.nih.gov/34243011/


Conclusion

• Both ADG116 (NEObody) & ADG126 (SAFEbody) have demonstrated compelling safety and 
differentiated efficacy profiles with repeat doses, both as monotherapy & in combo with PD-1

• The clinical activity of ADG116 (unmasked) demonstrates efficacy of targeting a unique epitope of 
CTLA-4 with strong ADCC and Treg depletion, while ADG126 (adds precision masking) provides 
evidence of improved clinical benefit by achieving much higher doses than first generation molecules

• Dose expansion cohorts are ongoing in MSS CRC with multiple dosing regimens being evaluated, 
including 10 mg/kg at Q3W and Q6W

• Potential in PD-1 resistant and first-line therapy for warm tumors, such as HCC collaboration with 
Roche evaluating ADG126 in 1L HCC with atezolizumab and bevacizumab 

• Both candidates are designed to overcome the safety challenges of anti-CTLA-4 therapy, unlocking its 
full potential as a cornerstone of cancer care

41



2023 Milestones
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▪ Establish registration path and strategy (e.g., recommended phase 2 dose, indication and design) for 
phase 2/3 pivotal trial of anti-CTLA-4 in combination with anti-PD-1 therapy in targeted tumors

▪ ADG126 phase 2 proof-of-concept data from combination dose expansion cohorts 
▪ Advance ADG116 phase 2 combination dose expansion cohorts 

▪ Providing path to registration for triple combination with Roche’s atezolizumab/bevacizumab, advance 
ADG126 randomized phase 1b/2 trial in 1L HCC conducted by Roche; provide update on trial status

▪ Advance ADG206 phase 1 and IND-enabling programs, as resources allow

▪ Additional collaborations and/or technology licensing agreements
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