The Unigque Regulatory Track,
RMAT of FDA, for Cell and Gene Therapy Program
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Use of Expedited Program

e Address unmet medical needs in the treatment of a serious or life-threatening condition

For Human Tissue Regeneration
http://anterogen.com
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Which products are eligible?

A drug is eligible for designation if:
(A) The drug meets the definition of RMT
(B) The drug is intended to treat, modify, reverse, or cure a serious or life-

threatening disease or condition; and

(C) Preliminary clinical evidence indicates that the drug has the

potential to address unmet medical needs for such disease or condition



RMAT Documents

v A description of the investigational product, including a rationale for the
investigational new drug meeting the definition of a regenerative medicine therapy;

v" A discussion to support that the disease or condition, or the aspect of the disease or
condition, that the product is intended to treat is serious;

v" A summary of the risks and benefits associated with the therapies, if any, currently
available for this condition;

v A description of the unmet medical need that the product has the potential to address;

v" The preliminary clinical evidence that the product has the potential to address the
specified unmet medical need for this serious condition.



RMAT Documents

* Preliminary clinical evidence

v’ the rigor of data collection

v’ the consistency and persuasiveness of the outcomes
v’ the number of patients or subjects, and the number of sites contributing to the data and
the severity, rarity, or prevalence of the condition

v’ the potential that bias (e.g., bias in the study design, treatment assighment, or outcome
assessment) the conditions for product administration, outcome assessment, and patient
monitoring;

v" a description of the patients and their outcomes, including the number of patients who
have received the drug;

v’ the design, conduct, and analyses of any clinical investigations



Review Time

v Within 60 calendar days after receipt of the designation request

v CBER will notify the sponsor as to whether the regenerative medicine therapy

has received the RMAT designation.



RMAT grant status

Cohort: December 13, 2016 - September 30, 2021 Total 64

Data as of June 30, 2021

Fiscal Year Total Requests Granted Denied Withdrawn
Received
2017 31 1" 18 2
2018 47 18 27 2
2019 37 17 18 2
2020 34 12 22 0
2021 21 6 1 2

* RMAT designation was enacted in the 21st Century Cures Act on December 13, 2016.
* Requests that are still pending a decision are included in the total requests received
column.

For Human Tissue Regeneration
http://anterogen.com

I~



F

-
o
| B

 3XtQl BHY 7| M ZX|2HE 0|8

Eldd 229 X=2H 71T 7R

e
o
o

7|52 X548, FA

N,
o



- RZEM Z X =2 K|

<hu
<k
&
Eh
Mo
od

71M

I X2 X

=
-=



MM B8N BEY BRI

[ -

Diagnosed and Future Projections* of Arthritis
ARTHRITIS WILL INCREASE AS THE POPULATION GROWS AND AGES *Doctor Diagnosed
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FEQFLE IN MILLIONS
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Data from: Mational Health Interview Survey 2013-2015
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USD XX Million by 2027
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Global Knee Osteoarthritis Market is Expected to Account for

2025

® North America # Europe m Asia Pacific ¥ South America M Middle East and Africa

Glabal Knee Osteoarthritis Market,
By Regions, 2020 to 2027
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“ALLO-ASC-OA” 7|2

Ready-made =7|M= 2R x|2H) 71w

ASC + Hydrogel

Adipose l
Stem Cells
2‘% =
Biocompatible %

& Degradable / /\

Hydrogel ASC

Hydrogel

3D culture Cryopreservation

» E5| S5:10-1613478
E35| =21 10-2019-0032490
» PCT/KR2020/003878
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XFM ALLO-ASC-OAS| & AlM

First in Class! Best in Class/

7|= K|2HN|o| StAHIE 22351 QAE 2H 9| Xeno-free HYX|

2 AR50 QA U X2 E D} SA

duHerd stole2A S &80l

OJAIS 21} X|&XQl $1} A2 a4 7iM

CHEd 4, -?—-?—3._* S8 HE/F7IEE 7=

Ready-made X &

15



Soi52oMo] X|& &}

- E7| S8E &4 ZE0|A ALLO-ASC-OAQ| ZHE =9l
D10

16
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August 2021
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« ALLO-ASC-SHEET

Diabetic Foot Ulcer (DFU)
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- St ZBY Y Wagner grade H SEHE (US)

0= Y ZLEY Y 24Xl dominant type 2 Wag 1 Y LIC}T.

Wagner grade 1 = 67.5%
Wagner grade 2 =12.9%
Wagner grade 3 = 18.6%
Wagner grade4=1.0%
Wagner grade 5 = 0%

Reference: A Comparison of Two Diabetic Foot Ulcer Classification Systems, DIABETES CARE, VOLUME 24, NUMBER 1, JANUARY 2001
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% complete closure 62% vs 21%* 30% vs 18%* 56% vs 38%*

ANE# vs, CHED
Int Wound J 2014; 11:554-560
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Wagner Grade Treatment (%) Control (%)

Wagner grade 1 12/14 (85.7) 8/11 (72.7)

Wagner grade 2 6/8 (75.0) 1/6 (16.7)
Reference: Diabetes Volume 68, April 2019
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« STATUS: A ZIdSZ (KEY)
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« ALLO-ASC-SHEET

Allogenic product(& 3 72l & 7| M| )

&3 (off the shelf)
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Patent 10-1495281
PCT/KR2014/006068
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https://play.google.com/store/apps/details?id=kr.ak.dream.Hospital
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