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Allo-Keratinocyte ~ 2,000~3,000 USD

Apligraf Organogenesis (USA)

&Fibroblast (7.5x7.5)
Dermagraft  Organogenesis (USA) Allo-Fibroblast 1’(%0)?7U55)D
Grafix Osiris Human placental 2,000~3,000 USD
(USA) Membrane (5X5)

* Elton Mathias et al. International Journal of Trend in Scientific Research and Development. Mov-Dec 2017. p.868
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Diabeles. 2015 Jan 24. pii: db180699. doi: 10.2337/db15-0699. [Epub ahead of print]

Potential of Allogeneic Adipose-Derived Stem Cell - Hydrogel Complex for Treating Diabetic Foot
Ulcers.

Moon KC', Suh HS?, Kim KB', Han SK®, Young KW*, Lee JW*.

+ Author information

Abstract

Mesenchymal stem cells (MSCs) may hold great promise for treating diabetic wounds. However, it is difficult for a clinician to use MSCs
because they have not been commercialized. Meanwhile, a new commercial drug that contains adipose-derived stem cells (ASCs) has been
developed. The purpose of this study was to examine the potential of allogeneic ASC sheets for treating diabetic foot ulcers. Fifty-nine
patients with diabetic foot ulcers were randomized to either ASC treatment group (n = 30) or control group treated with polyurethane film (n =
29). Either allogeneic ASC sheet or polyurethane film was applied on diabetic wounds weekly. These wounds were evaluated for a maximum
of 12 weeks. Complete wound closure was achieved for 73% in the treatment group and 47% in the control group at week 8. Complete wound
closure was achieved for §2% in the treatment group and 53% in the control group at week 12. Kaplan-Meier median times to complete
closure were 28.5 and 63.0 days for the treatment group and the control group, respectively. There were no serious adverse events related to
allogeneic ASC treatment. Thus, allogeneic ASCs might be effective and safe to treat diabetic foot ulcers.

@ 2018 by the American Diabetes Association.
PMID: 30679183 DOl 10.2337/db18-0699
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2y U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Co

Search Orphan Drug Designations and Approvals
© FDA Home @& Developing Products for Rare Diseases & Conditions

Generic Name: adipose-derived mesenchymal stem cells in a hydrogel sheet
Trade Name: MiA

Date Designated: 10725/2018

Orphan Designation: Treatment of Epidermolysis Bullosa

Orphan Designation Status: Designated

FDA Crphan Approval Status: Mot FDA Approved for Orphan Indication

Marketing Approval Date: MNiA

Approved Labeled Indication:
Exclusivity End Date: MNIA

Anterogen Co., Lid.
405, Namsung Plaza
130 Digital-ro
Sponsor: Seoul

Korea, Republic of

The sponsor address lizted iz the lasf reported by the sponzor fo OOFD.
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(Adlipose tissue-derived mesenchymal stem cell 3D culture media)
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EGF Biological switch in hair growth cycle
VEGF Facilitating angiogenesis hair follicles
T R HGF Inducing and maintaining growth phase
] IGF Inducing and maintaining growth phase
Hair shaft
[ FGF Promote hair growth by inducing the anagen phase
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