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ON101 (Fespixon®)

 ON101 is the only Phase 3 IND for DFU approved by US FDA achieving statistical 

significance (P=0.0001) since 1997.

 The DFU new drug, FESPIXON® has been granted a new drug approval by Taiwan 

FDA in 2021, with indication ”Diabetic Foot Ulcer.“

 Novel Mechanism to Promote Healing by Regulating M1/M2 Macrophages and 

Rebalancing the Wound Microenvironment. 

 Phase 3 MRCT results and mechanism of action have been published in the《JAMA

Network Open》,《JID Innovations》, and 《Pharmaceutics》.

 After launching, FESPIXON® achieves good wound healing in treating difficult 

diverse Wagner grade 1-4 DFUs, long-term dialysis patients, lower extremity venous 

ulcers, pressure ulcers, burns ,and surgical wounds.
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 In 2021, U.S. FDA granted fast track designation and 
expanded access (compassionate use)

 NDA was submitted to NMPA in China and is under review
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Cumulative Rate of Complete HealingComplete Healing Rate

(P= 0.0001)

 N=236 subjects (China, Taiwan and US)
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Secondary Endpoint - Time to complete healing

Ulcer complete healing time 

is faster in ON101 group

ON101

Aquacel

P =0.002

Time to complete healing (Week)



Plantar Ulcers (P = 0.0008)
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Wagner Grade 2 Ulcers (P < 0.0001)
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Current Smokers (P = 0.0075)
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DM > 10 years (P = 0.0018)
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Phase 3 study - Efficacy and Safety

JAMA Netw Open. 2021;4(9):e2122607 | MRCT : Multi-center randomized clinical trial

ClinicalTrials.gov Identifier: NCT01898923

Impact factor: 13.366
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Novel Mechanism Promotes Healing by Regulating M1/M2 

Macrophages and Rebalancing the Wound Microenvironment

JID Innovations (2022), doi: https://doi.org/10.1016/j.xjidi.2022.100138. 9



ON101 Proved Macrophage Modulation Therapies 

Improving the Effectiveness of Diverse DFUs Treatment
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Difficult DFU Real-World Cases Study
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Published at 82nd

American Diabetes Association (ADA), 2022
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Published at 51st

Annual ESDR Meeting, 2022



8.8 cm2

Burn injury
6.3 cm2
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Pressure Ulcer - NPUAP Grade2
Healing

Healing1.98 cm2

3 weeks 7 weeks

6 days 6 days

4.8 cm2

• Male aged 92 with anemia and hypertension.

• Existence of pressure ulcers for many years in 

lower back and lower extremity.   

• ON101 accelerated healing (45% ulcer size

reduction after 3 weeks) and ulcer was healed

in 10 weeks.

• Male aged 41

• Burn injury while working

• 69% wound size reduction after ON101

application for 6 days.

• Significant and rapid healing in 2 weeks

with ON101 treatment.



 Kick off global launch plan, with NDA Submissions in China, Singapore, 

Malaysia, Thailand, Indonesia, and Vietnam since 2021.

 Simultaneously conduct second phase 3 clinical trial in US.

 Global launch by 2026, with total target population of 30 million per year.
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ON101 (Fespixon®)



首創新藥與國際連結

Globalization by Innovation 
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