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Regran eX (J&J, USD600/1%) GROUP
ZIRIME—1ZEABDFURIZEm (1997 approved)

U.S. Food and Drug Administration

FOA Home Page | Search FOA Site | FD A-F Index | Contact PO | FDA Centennial

FDA News

Media Inquiries:
Rita Chegppelle, (301) 827-6242
Consumer Inquiries: 8868-IMNF O-FDua,

FOR IMMEDIATE RELEASE
June 6, 2008

FDA Announces New Labeling Changes for Regranex
Product to carty boxed wareing

The U.5. Food and Dvug Administration todey ennounced the addition of a boxed waming to the lebel of Regranex Gel 0.015% (becaplermin) o address the
increased risk of cancer mortality in patients who use 3 or maore tubes of the product. Regranex is & topical cream indicated for the trestment of leg and foot
uicers that are not healing in diabetic patient=

The WARMMNGS section of the product has been updated to include a BOXED WARMNMG and & descrigtion of the epidemiologic data that is the basis for the
revized label. These data come from a retrospective study thel compared cancer incidence and cancer mortalfy among 1 622 patents expozed to Regranex 1o
2,809 otherwize simibar paters who vwere not exposed. The results were consistent with no overall increase in cancer incidence amond the patierts exposed to
Regranax. Hnwsusrlthurs was a five-fald increased risk of cancear martally in the group ex<posed to three or more fubes of F{agrunux|

2 EIFDAMR 20086 5 &/ - Regranex¥EESE M O{S BXEE
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2015/2016 Failed Phase Il GROUP
Clinical Trials in DFU

I e )
DSC-127 CureXcell DermaPro BioChaperone PDGF
Peptide Drug Cglrl(-)%ir(i:\t/:d Small Molecules Recombinant Protein
November 2015 October 2015 November 2015 August 2016

Unmet Medical Need for Decades (since 1997)
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Ongoing DFU Phase lll Clinical Trials ™ ¢

ON101 cream Oneness Biotech Phase Il Botanical drug

Trafermin 0.01% spray Olympus Biotech Phase Il

(rh-bFGF) Corporation (completed) LN IR

Ofloxacin (Oral) MacroChem Corporation P Antibiotic
(completed)

Granexin gel FirstString Research, Inc  Phase lll ACT1 peptide

Gentamicin Collagen sponge Innocoll Phase Il Antibiotic

DFU is absolutely a global UNMET MEDICAL NEEDS
which require urgent medical care. .
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ON101 R&D Status
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. US FDA
Taiwan FDA China FDA Phase IlI
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proceed

US FDA
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approved

US FDA
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Taiwan FDA
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Wound Complete Healing Rates
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»Large Wound Size

10

ON101 Aquacel ON101 Aquacel

ON101

(>5cm?) Group

5.9%

Aquacel

Difference = 30.5% (p<0.001)  Difference = 39.5% (p=0.002) Difference = 51.2% (p=0.002)

Only Solution Over 60% Complete Healing Rates 10




ON101 Patent Protection MEROUP

Patent Title Status

Plant extracts for treating skin disorders and Granted : 5 countries
enhancing healing of wounds for diabetic patients US, EU (DP, GB, FR), TW

Process for the preparation of plant extracts for Granted: 11 countries

treating skin disorders and enhancing healing of US, EU (DP, GB, FR), RU, JP, CN, KR, TW,
wounds MY, IN

Use of flavonoid compound in preparation of OA: 5 counties

composition for healing wound US, EU, CN, TW, HK

Topical Formulation for Promoting Wound Healing PCT,USand TW

ON101 is under Strong Global Patent Protection
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ON101
ltem Manufacturing Quality Control
Practice Guideline

Raw Material o GACP _
—Plectranthus amboinicus USFDA “Botanical
] GMP & DIl
Drug Substance PICS/GMP Development
Guidance for Industry”
Drug Product PICs/GMP

FERE O] ES0008 %

PIC/S GMP 3 M 22




MICROBIO

ON 101 GROUP

Next actions

EU Phase lll
submission

2017 Taiwan NDA
2017 DEC submission

China Phase

NOV i

US FDA Phase triall_

trial)
submission
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New Drug for Unmet Medical Need
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