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What are tissue engineering and regenerative medicine (TERM)?

* Tissue engineering evolved from the field of biomaterials development and refers
to the practice of combining scaffolds, cells, and biologically active molecules into
functional tissues. The goal of tissue engineering is to assemble functional
constructs that restore, maintain, or improve damaged tissues or whole organs.

* Regenerative medicine is a broad field that includes tissue engineering but also
incorporates research on self-healing — where the body uses its own systems,
sometimes with help foreign biological material to recreate cells and rebuild
tissues and organs. The terms “tissue engineering” and “regenerative medicine”
have become largely interchangeable, as the field hopes to focus on cures instead
of treatments for complex, often chronic, diseases.

Triad of Tissue Engineering

Scaffelds
Collagen, bone

rineral, symthietics

Time
# FRegenaration
Appropriate
enviranment

Cells




TERM -- Fast growing industry
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Figure 1. Regenerative medicine market size, Forecast, 2019 to 2026.
Source: Fortune Business Insights

According to Fortune Business Insights, the global regenerative medicine market size was USD $23.8

billion in 2018 and is projected to reach USD $151.9 billion by 2026, exhibiting a CAGR of 26.1%
between 2019 and 2026.
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Severe shortage of donated tissues and organs

GLOBALLY THE PROBLEM IS EVEN MORE SEVERE 55!

ACCORDING TO THE WORLD HEALTH ORGANIZATION,
ORGAN TRANSPLANTS ARE CURRENTLY MEETING LESS THAN 10% OF THE GLOBAL NEED

Regenerative medicine is the fastest growing field in the biotechnology and pharmaceutical
industry (CAGR of 26.1%), mainly due to the severe shortage of tissues and organs in the world.
According to WHO statistics, less than 10% of the demands in organ transplantation are met, and
more than 90% of patients are still waiting for donated tissues and organs.
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Mission and Vision

> Mission

Our mission is to apply biomaterials from animal source to regenerate
human defected tissues and organs. Ultimately becomes the global leader in
tissue engineering and regenerative medicine field.

> Vision

One day, people do not need to wait for donated tissues and organs. Tissue
and organ transplantation become easily available and affordable.
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Platform technology

Porcine Tissues and Organs Platform Technology Class II/III Medical Devices

Porcine tissues and a 9
organs are prepared and .-

put in the supercritical
CO, extraction system.

dental bone dermal artificial

_ graft matrix cornea

Other animals including -] ,
cow, sheep, horse and . IR 2 e T —
human can also be used. ; . membrane implant conduit
5000-5L ;upercnhcal co; Extraction Syiem "f"~ -
>
blood cartilage
bone graft vessel graft

The Proprietary Technology- Supercritical CO, is used to remove cells, fat and other
substances in animal tissues and organs, while keeping the natural collagen scaffolds
as biomaterials for human tissue and organ regeneration.
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Holy Grail Technology

(Best Platform Technology, Taiwan Biopharma Excellence Awards 2022)

Advantages of scCO2 Process

Purification of Atelo-collagen and Using strong acids, strong
Untreated vs. s¢CO, processed reconstruction of collagen fibers into alkali, SDS, or
100X different forms of medical devices. organic solvents to de-cell.
Disadvantage
/ J x Time, space and money consuming x The structure of natural
EC 10X/ 1030 10 o x Atelo-collagen can be easily degraded, collagen scaffold would
Intact collagen structures thus it couldn’t be long lasting in the be damaged by strong
v Minimally manipulated process remained after scCO2 process body. chemicals.
x Telo-peptides are hard to be removed % The residues of organic
v Does not disrupt the natural collagen scaffold structure completely, and the residues would solvents are harmful to
. . cause allergic reaction. human body.
v" No chemical solvents involved % Crosslinking agents are added to extend
v" Bactericidal and viral inactivation process the duration of recons.tmmed CO].]ag.en
scaffolds. Most chemical cross linking
v Environmental friendly process agents are carcinogens, which often
cause allergic side reactions.
v Can be applied to various tissues and organs % Collagen reconstruction by existing
technology would not be able to
v" Drastically reduce immune rejection replicate the porosity and mechanical

strength of natural collagen scaffolds.
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Best Platform Technology, Taiwan Biopharma Excellence Awards 2022

BEST PLATFORM TECHNOLOGY AWARD

s ¢ [NECSCINENN * * *

ACRO Biomedical Co., Ltd.

HAS BEEN AWARDED AT THE
TAIWAN BIOPHARMA EXCELLENCE AWARDS 2022
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Core Technology— Supercritical CO, Extraction Technology
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Ultimate Goals
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IP Protection

Patent

Acellular corneas, methods of producing the
same and uses thereof

ACRO Patents

Field of Application

Cornea Transplantation

Region(Country)

Taiwan

o ® ® ® ® ® [ @ x8

Preparation of acellular cartilage graft and
uses thereof

Cartilage Regeneration

o o o o o ® [ ® x8

Preparation of high purity collagen particles
and uses thereof

Aesthetic Microsurgery

Apparatus for treating animal skin tissue and a
method for using the same

Skin Slicing

Auxillary Slicing Device for Slicing
Biological Tissue, Kits Comprising the Same
and Uses Thereof

Cornea Slicing

Acellular organ, methods of producing the
same and uses thereof

Organ Regeneration

Acellular bone graft and artificial implant
assembly comprising the same

Bone Regeneration

8

Use of collagen particles in hair follicles
formation or angiogenesis

Hair Regeneration

@ Granted
@ Pending

\,
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Products for Tissue Engineering




Porcine Skin Derived Products

Collagen Matrix Collagen Matrix Powder  Collagen Membrane ADM Particle
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Atelo-Collagen Scar Care Gel  Aesthetic Prosthesis

Skin Care Series

ACRODERM

Dermal Filler

Eye Care
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Clinical Applications for Collagen Matrix

* Burn wounds

» Diabetic ulcer wounds
e Traumatic wounds
 Surgical wounds

* Soft tissue augmentation US FDA510(k) , TFDA, HAS, PFDA, VN, TH approval
* Nasal operation

* Breast reconstruction

* Rotator cuff tendon repair
 Phalloplasty

e Dura mater substitute
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Clinical Applications for Collagen Membrane

 Dental GTR/GBR

* Anti-adhesion in Cardio-surgery(KMBiologics)
* Anti-adhesion in Tendon Repair Surgery

* Anti-adhesion in Nerve Reconstruction Surgery




Clinical Applications for Collagen ADM Scaffold

* Wound care

Wy AR BT
pERAR TR

* Diabetes mellitus foot wound repair

* Acne scars/Skin potholes repair

* Hair growth

Collagen Collagen
Normal ADM ADM TFDA Approval

Saline Scaffold | Scaffold | Sculptra | Restylane
<S0um | 100-150um
Neo-collagen none ek g ek ¥

Angiogenesis none
Hair follicles none

Inflammation none




Porcine Bone Derived Products
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Porcine Bone Derived Products-Bone Gra
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ACRO Biomedical Co,, Lid
Dar-Jen Hsich

Chief Executive Officer S
3F, No. 57, Luke 2 Road, e
S
Lujhu District
Kaohsiung City 82151 e (st et i), Sz G
TAIWAN
Re: KIT1620

Trade/Device Name: ABCcolla” Bon
Regulation Number: 21 CFR 888,304
Regulation Name: Resorbable calciun
Regulatory Class: Class Il

Product Code: MQY
Dated: Jamary 10,2018
Received: January 10, 2018

Dear Dar-Jen Hsich

We have reviewed your Section S10(K) pre
shove and have determined the device is st
enclosure) to legally marketed predicate de
enactment date of the Medical Device Amq
with the provisions of the Federal Food, [y
prematket approval application (PMA). Ye
controls provisions of the Act. The general
tegistration, listing of devices, good manuf

and adulteration. Please note: CDRH doey
We remind you, however, that device labe il
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FOOD AN
Civie Driv, Filin

CERTIFICATE

Approved Use Ioended e 1

Climed ShelELife 2 yeurs
This regsration sall be vlid for o
herevese side

i, e e b i
Withess My Hand and Sealofhis Of

BY AUTH

Amount P1SIS0
Duilisued 125 amary 2019
ABD

BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lip - Ty do - Hanh phiic

$6:13423NK/BYT-TB-CT
/v cip phép nhip khiu TTBYT

Kinh giri: Cong ty TNHH Qualtech Consulting

Ha Nii, ngay 26 thang 8 nam 2019

Can ci Thong tu s6 30/2015/TT-BYT ngay 12/102015 ciia B Y 16 quy dinh
viée nhap khdu trang thiét bi y té.

Xét ndi dung dé nghi tai cdng van sb 02/2019/QT-CV ngay 8/7/2019 ciia don vi
nhip khau vé viée nhap khau trang thiét bj y té. Bo Y € d 16 chirc hop thim dinh hd
5o nhap khau va duyét cap gidy phép nhap khau cdc trang thiét bi y té (mdi 100%)
theo danh muc nhu sau

HANG, | HANG,
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T TENTRNGTIETH | Cuigion | awdcsks | oS | Pk
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oot | odeed
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shi Cong ty thue hi¢n ding cic quy dinh hién hanh vé nhap khiu trang

thiét bi y té. Vé nhan hing ho phai theo diing quy dinh phap luit vé nhan, déng thai
phai chiu trich nhiém vé s6 lwong, tri gid va chit lugng céc trang thiét bi y té nhap
khiu theo quy dinh cita phip ludt.
Gidy phép nhap khau nay 6 hi¢u lyc dén ngay 31 thang 12 nam 2019
Noi nhin: KT. BQ TRUONG
- Nhu trém; THU TRUONG
- B5 truimg BO Y té (dé bio cdo);
- Hai quan cia khiu; o
(daky)

- Thanh tra B3,

- Lunu: VT, TB-CT(2b).

Nguyén Viét Tién

US FDAS10(k), TFDA, HAS, PFDA, VN
approval for Orthopedics
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Porcine Bone Derived Products-Bone Matrix

£ ﬂu S. FOOD & DRUG

Ocuober 8, 3021
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mmcm 82151
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Re: 202186

Trade Davice Name: ABCcolla® Bone Matrix

Regulation Nuzber. 21 CFR. £38 3045

Regulanon Name: Rasorbabia calcram salt bone vosd SDer davice
Repuistory Class: Class T
ode: MQV

1 Secuos $100k) of o macket the
memnmmu:mmumumumnqmm for e ndications for use 1tated 12 e
nciosse) 10 egaly Muy 25. 1976, e
-xmaadmm..nsnum -Ien-‘nm.luubmmuuédaxm&un
with e pruvisions of the Federal Food, Drag. 104 Cosmenic Act (Act) thatdo e requse sppronal of 1
premaiet spproval spplication (PMA) Vou may, therefore, market e device. sbject 1o the penenal
Factolsprovisioms of e Act Albough he lee tfers o o prodact a4 & devic e lbkse b swae fhat
some cheared prodacts muy imutesd be combinanion products The §10(k) Premacker Noafication Danibase

J=A xceidas fs gov Krpty carhcfiocs ¢S v cim MentSes combmanon

Frodict sabmisons The general coutrols promsion: of che
sting of device:. peactice. labeling. sgainat mbranding and
adabieration. Please sote: CORH dows et evaluate icformation relaied o conmact tabilry warmasties. We
remind you. howeves. that device Libeling mrast be skl and not mislesdmg

U yous devce s clucid T (Special Courols) or class I (PMA). it may be
o addirional congels. Existng mujer repalatioes afecting you device cas be found in e Code of

f&dl&!qﬁlm 21, Parts 800 1 §9% 1n addition. FDA may publih further sanounc ements

concerning your device i the Feden] Regivter.

Please be advised St FDA's israance of sy '.., 3 hat FDA

Bas made s detenmination &t yous device Camplies nqmmne:u-m-mmm:
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‘posmarkenag safery reportiag (31 CFR. 4, Subpart B) fer combintion jroducts
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Porcine Bone Derived Products-EZ Bone
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Excellent Biocompatibility

15 0KV 10.4mm X100 SE

180KV 10.4mm x500 SE

Bone graft only

North Dakota Space Gr.

TEM ent.

ant Consortium
n
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Backgrounds of Cornea Graft Development

According to WHO statistic, there are more than 20 million people suffered from corneal blindness.
600,000 new cases add in each year but only less than 100,000 cornea transplantation is done every
year. There is an extreme shortage of cornea donation.

In Asia, donation of the cornea is not a common practice, many are waiting in line for donated
cornea.

Donated human corneas carry the cells from donor, which cause immune rejection by recipient.
Immune suppressing drug is often needed for recipient for a long time.

The eye balls are similar to human eye balls in size and the histological structures of pig cornea are
the same to those of human cornea.




Cornea Graft Manufacturing Processes

K 1. Harvest Cornea From Porcine Eyes

Figure (a). Porcine eyes were Figure (b). Thawed the Figure (d). The cornea is Figure (¢). Cornea including sclera is
@d in the -20°C freezer porcine eyes completely taken off. removed completely from the porcine eye.

2. De-cellularization

Minimally Manipulated Process

Pretreatment

Supercritical CO,
Process

Neutralization




Canine Corneal Transplantation- Bunny

Penetrating Keratoplasty

Bunny before the Surgery: Damaged cornea
(right eye) was turbid

Bunny after the surgery: Cornea is clear after
the surgery, and showed no signs of rejection

Bunny’s successful case is the FIRST in the whole world which used
artificial cornea graft and showed no signs of rejection



Human Clinical Trials in Taiwan




Dermal Filler Manufacturing Processes

Dermal Filler

Homogenization

50-250um particles

SEM

Collagen Membrane

!

ABCcolla® Collagen Membrane

1S0-10993 Biocompatibility Tests Result Completion Date
|Acute Systemic Toxicity Study PASS 2016.02.08
Skin Sensitization Study PASS 2016.02.08
Skin Irritation Test PASS 2016.02.08
\[n Vitro Cytotoxicity Test PASS 2016.08.11
Hemolysis Test PASS 2016.05.11
[Pyrogen Test PASS 2016.03.16
Mice Erythrocyte Micronucleus Test PASS 2016.09.26
i{n Vitro Mammalian Cell Gene Mutation Test PASS 2016.10.26
Salmonella Reverse Mutation Test PASS 2016.08.29
[28 Days Repeat-Dose Subchronic Systemic Toxicity Study PASS 2016.06.30
90 Days Muscle Implant Study PASS 2017.01.20
180 Days Muscle Implant Study 2016.07.30

WZaACRO
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Micro-Particle Dermal Filler

The micro-particle form collagen dermal filler developed by ACRO Biomedical is the brand new invention, which
1s able to last longer in the body than similar products on the market, and will not cause allergic reaction. It is
predicted to occupy substantial percentage of global market share in the field of Aesthetic Microsurgery.

Micro-Particles by ACRO| vs. Traditional Dermal Filler

S

% \,4

ETC 20.0kV 9.6mm x50 Sl
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£ | ) '
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ETC 10.0kV 10.3mm x10.0k SE 5.00um -5 5.,00uni} s oy
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ETC 15.0kV 6.6mm x10




Third Generation Dermal Filler

Generation

Sunmax I- ABCcolla

GG Zyderm Cosmoderm  Sunmax [ Zyplast Cosmoplast Evolence Siis Dermal Filler

2006TFDA 2008TFDA
Approval Date 1991 2003 2009CFDA 1985 2003 2006 2011CFDA

Non-
Immunogenic

Crosslinked A \% \% \

Allergic

. 3% <1% 1% >3% <1% 1% >1%? <1%
Reaction

Product lasts

.. L. 3 months 3 months 3 months 6 months 6 months 6 months 6 months >12 months
after injection

<
<
<
<
<
<

Price/c.c.(USD) AR 10] 300-600 1500 500-600 600-900 450-1000 2200 TBD
Natural Scaffold v
Natural
Mechanical v
Strength

Fibroblast

=

Attachment
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ADM particles vs. other dermal fillers

ADM Particle Animal Performance Test

Blank Blank
Restylane Sculptra ACRO-50 ACRO-100-150

Blank ACRO-100-150ACRO-50  Sculptra  Restylane
l ACROGEN <50 um MEIR AT 492K
| ACROGEN 100-150 um  fESR4ERF492K Q
““’““"‘ Sculptra 30KRAMER a Q O
~— Restylane 30K {NAEESR T T Ve 4
| N “O v
Day30 — Masson Trichrome staining left Right
Blank ACROGEN ACROGEN Sculptra Restylane
<50 um 100-150 um
Neo-collagen no ~ no F4+ o+ 4+t + 4 +4 0 ++
Angiogenesis no ~ no ++~ + +4  ++ + .+ + 5+
Inflammation no ~ no no - no no - no + 4+ + 4+
Hair follicles no ~ no ++ 0 ++ +++ > +++ no ~ no + - + J’



ADM particles vs. other dermal fillers

Neo-c@"’—\ 30 days after sub-

AT gt i .. j' dermal injection:
T S0 @ . a New hairfgificlest—>e o » ' S ]
= = ey e 0 g

RN A CROGEN Bet sl 08 b [‘ o ~ ACROGEN induces
PBS o m e s i e <= e - neo-collagen, new
i L. T S b= ) O g o : blood vessels and
v ! : New blood vessels -~ new hair follicles
: R T formation. (B)

Control =

Sculptra does not.
(C)

Restylane induces a
little neo-collagen,
blood vessels. (D)

= -lek I T8 =FAACRO
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ADM particles stimulate hair growth in nude mice

Day O

Day 30

Treated
every 3 days

Treated
every 7 days

WZaACRO

Biomedical Co., Ltd.




Collagen ADM Scaffold and Collagen ADM Paste induce hair follicle neo-genesis/re-activation

in B6 mice after 3-wk implant

Collagen Collagen
Collagen ADM Scaffold Collagen ADM Paste
Sham PRP ADM Scaffold +PRP ADM Paste +PRP
ACRO 3 |
Collagen
ADM Scaffold
—
ACRO —
Collagen i :
ADM Paste . ey | e e gy - \\ B A NS
o._‘-,".\f-\‘#‘z R ;.- . : = = o "‘/4.}//;. /f :\\\\ E 2 \.
Telogen Telogen Anagen/Catagen Anagen Catagen

No. hair follicle

346
5
355 o8 é 252 5
= =
76 g a
] AN
Sham  PRP PRP PRP
Collagen Collagen
ADM Scaffold ~ ADM Paste



Cell therapy
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Skin Cell Therapy

Human mesenchymal stem
cells(MSC) were cultured on
the Collagen Matrix scaffold
and then put on the wound
bed.

MSC differentiated

%" into epidermal,
, dermal layers and
_ also hair follicle

~ structure




Cartilage Graft

MACRO
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Knee Joint Cell Therapy

Created defect Collect tissue 1 month after
(diameter:7mm) Transplant the 3D construct transplantation

o, o ; T R,

The cartilage defect can be
completely reconstructed
in 30 days and restored to
the same structure as the
original cartilage tissue.

Cartilage Graft
+ PRP
+ Chondrocytes

Transplanted cartilage

after 1 month

WZaACRO
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Organ engineering
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Organ Engineering

Decellular
organ scaffold

Reconstruct

in vivo

Autologous
organ
transplantation




Organ Engineering-Rabbit Heart Reconstruction
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o
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Organ Engineering-Rabbit Kidney Reconstruction
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Products for Research Use Only




Tissue and Organ Collagen Scaffolds

e Cell Culture Plate
Brain, Kidney, Liver, Pancreas, Heart, Whole Skin, Dermis, Cancellous Bone, Cornea, Cartilage




Tissue and Organ Collagen Scaffold Powders

Native collagen scaffold powders derived from porcine tissues and organs, decellularized by supercritical CO2
extraction technology and then cryo-grinded into fine particles. All scaffold particles retain their native ECM
structures, suitable for 3D bioprinting to generate all kinds of tissues and organoids for research purposes.

Dermis Scaffold Powder

Cartilage Scaffold Powder

Brain Scaffold Powder

NSRS leR BTN EERREER Ao

| Biomedical Co., Ltd.




Publications

Product

Cornea

Collagen matrix

Collagen matrix
Atelo-collagen

Organ scaffold

Bone graft

Bone graft

Cartilage

Cartilage

Ophthalmic matrix

Cartilage

Bone graft

Bone matrix

3D Carved Bone

Content

lamellar
keratoplasty

Diabetic wound
healing

Wound healing

Production and
purification

Organ scaffold

Part — I-
Production and
characterization
Part — II-Efficacy
in tooth
extraction socket

In vitro and in
vivo efficacy

In vitro -ADSC

Biocompatibility

ACLT-rat model

Orbital bone
reconstruction

Bone matrix-
ADSC

Personalized
bone repair

Read full articles here: http://www.acrobiomedical.com/index.php?option=module&lang=en&task=showlist&id=616&index=3

Preparation of acellular scaffold for corneal tissue engineering by supercritical carbon
dioxide extraction technology

Supercritical Carbon Dioxide—decellularized Porcine Acellular Dermal Matrix combined
with Autologous Adipose-derived Stem Cells: Its Role in Accelerated Diabetic Wound

Healing.

Regenerative porcine dermal collagen matrix developed by supercritical carbon dioxide
extraction technology: Role in accelerated wound healing.

Protocols for accelerated production and purification of collagen scaffold and atelo-
collagen from animal tissues.

Protocols for the preparation of natural tissue and organ scaffolds for stem cell research

and 3D bioprinting.

Development of a regenerative decellularized porcine bone xenograft by supercritical
carbon dioxide extraction technology for bone reconstruction therapy.

Evaluating the bone-regenerative role of the decellularized porcine bone xenograft in a
canine extraction socket model.

3D composite engineered using supercritical CO2 decellularized porcine cartilage
scaffold, chondrocytes and PRP: Role in articular cartilage regeneration

Novel 3D composite-chondrocyte cultured with supercritical carbon dioxide

Title

decellularized porcine nasal cartilage graft

Acellular porcine cornea produced by supercritical carbon dioxide extraction, a potential
substitute for human corneal regeneration

Supercritical carbon dioxide decellularized porcine cartilage graft with PRP attenuated
OA progression and regenerated articular cartilage in ACLT-induced OA rats.

Reconstruction of the orbital floor using supercritical CO2 decellularized porcine bone

graft

Supercritical Carbon Dioxide Decellularized Bone Matrix Seeded with Adipose-Derived
Mesenchymal Stem Cells Accelerated Bone Regeneration

Supercritical Carbon Dioxide Decellularized Xenograft 3D CAD/CAM Carved Bone
Matrix Personalized for Human Bone Defect Repair

Journal

Acta Biomaterialia 2017

International journal of medical sciences 2020

Materialia (Acta Biomaterialia Inc.) 2020

Bio Technique 2020

Bio Technique 2020

Journal of tissue engineering and regenerative
medicine 2020

Clinical and Experimental Dental Research
2021

Journal of tissue engineering and regenerative
medicine 2021

International journal of medical sciences 2021
Cornea 2021

Journal of tissue engineering and regenerative
medicine 2021

International journal of medical sciences 2021

Biomedicine 2021

Genes 2022

IF

8.947

3.738

8.947

1.993

1.993

3.963

Ranked
#73/111

3.963

3.738

2.651

3.963

3.738

6.081

4339

Status

Published

Published

Published

Published

Published

Published

Published

Published

Published

Published

Published

Published

Published

Published

Corresponding
Author

Dr. Ming-Long Yeh

Dr. Shu-Hung Huang

Dr. Yih-Wen Tarng
Dr. Dar-Jen Hsieh

Dr. Dar-Jen Hsieh/
Dr.Yih-Wen Tarng

Dr. Hua-Hong Chien

Dr. Hua-Hong Chien

Dr. Yih-Wen Tarng

Dr.Yun-Nan Lin

Dr. Ming-Cheng Tai

Dr. Dar-Jen Hsieh

Dr. Su-Shin Lee

Dr. Yur-Ren Kuo

Dr. Dar-Jen Hsieh
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FDA 510(K) Collagen Matrix

C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Eaalth Sarvice
N Food sd Drug Admiziitcn
*' ms,\hm.‘h—
‘Document Coatrol Camtar
S Syng, D 29902
May 10,2017
Acro Biomedical Co., Ltd
Dar-Jen Hueh
CE0

3£, No.57, Luke 2nd Rd, Lujhu Dist.
Kaohshung City, 82151 TW

Re: K162348
TradeDevice Name: ABCcolla Collagen Matmx
Regulatory Class: Unelasafied
Product Code: KGN
Dated: Apnl 10,2017
Recerved: Apnl 10,2017

Dear Dar-Jen Heh:

We have reviewed your Section 510(k) premarket noification of intent to market the device

f: d above and have d d the devace 15 sub lly equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in 1nterstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual rezistration, listing of
devices, good manufactuning practice, labeling, and prohubitions against misbranding and
adulteration. Please note: CDRH does not evaluate mformation related to contract lisbility
wamanties. We remind you; however, that device labeling must be truthful and not misleading

FDA 510(K) Bone Graft

ADMINISTRATION

@ (o7 U.S. FOOD & DRUG

ACRO Biomedical Co., Ltd. February 1, 2018
Dar-Jen Hsich

Chief Executive Officer

3F, No. 57, Luke 2 Road,

Lujhu District

Kaohsiung City 82151

TAIWAN

Re: K171629
Trade/Device Name;  ABCeolla® Bone Graft
Regulation Number: 21 CFR 888.3045
Regulation Name: Resorbable caleium salt bone void filler deviee
Regulatory Class: Clags [1
Product Code: MOV
Dated: January 10, 2018
Received: January 10, 2018

Dear Dar-Jen Hsieh:

We have reviewed your Section 510(k) premarket notification of intent to market the deviee referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) o legally marketed predicate devices marketed in interstate commerce prior 1o May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act {Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against mishranding
and adulteration. Please note: CDRH does not evaluate information related to contract hability warranties,
We remind you, however, that device labeling must be truthful and not misleading,

FDA 510(K) Bone Matrix

f U.S. FOOD & DRUG
di|  ptiod

ACRO Biomedical Co. Ltd.

Dar-Jen Hsish. CEO

3" F1.No. 57, Luke 2™ Rd. Lujhu Dist
Kaohsiung City. §2151

Taiw

Re: K212156

Trade Device Name: ABCcolla® Bone Matrix.
Regulation Number: 11 CFR 888 3045

R.quhnnn Name: Resorbable calchum salt bone void filler device
y Class: Class I

Product Code: MQV

Damd: July 12,2021

Received: July 12,2021

October §. 2021

Dear Dar-Jen Huieh:

We have reviewed your Section $10(k) premarket notification of infent o market the device referenced
sbove and b the device is

‘enacrment date of the Medical Device Amendments.
mupmmdmrmrmnmg,mcm (Acr) that do Dot require spproval of 2
premarket approval applicacon (PMA). You may., therefore. marker the device. subject to the general

ceumi.spwsmotlhem Although this lnsnfmmmpmdxtuadﬁ'xe.pmbeunm
products The ) Premarket Notification Danbase
fm idennifies c

;n&:mum mmdbl rmbmm

equivalent (for the indications for use stated in the
enciosure) to legally marketed predicate devices marketed m infersiate commerce prior Io May 28, 1976, the
of 10 devices that have been reclassified m accardance

for aprmal

listing of devices, pracnice, labeling. and and
adulteration. Please note mxﬂmmmmmmmmmmmmm We
remind you. however. that device labeling must be truthfid and not misleading.

1f your device is classified (see m)mmwlu(wcmh]wwsm(ﬂu may be
your device can be found in the Code of

subjact 1o addirional conrols. Existing may
Federal Regulations. Title 21, leloﬂnsﬁ himFDAmywbmhﬁumm
conceming your device i the Federal Remter

Please be advised that FDA's fa substantial does ot mean that FDA

mmawmgmmmtmfpmmmw of the Act or any Fedenal
stanutes and regulations administerad by other Fedenl agencies. You must comply with all the Acr's

but not limited to: registration and listing (21 CFR Part $07); labeling (21 CFR Pant

Tequirements.
801). medical device reporting (reparting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4. Subpan B) for combination products (see

2 Pt & trng A
oz

Sivar S, WO 200583
.-

MACRO

Biomedical Co.,

Ltd.
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Collagen Matrix/ Collagen Bone Graft/ Dental Bone Graft/ Collagen Membrane/ Collagen Bone Matrix/EZ Bone/ADM Scaffold
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FDA Regisston No. \ £ MDR.07990

III IR IM I\I 1

Cosmetics Ay he FOOD AND DRUG ADMINISTRATION
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FDA,,

Republic of the Philippines
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FDA-0605149

TRUGNG CP K THUAT
TRANG THIET BI Y TE
TRUNG TAM DICH VU

rom Singapore/Philippines/Vietnam/Th

(CONG HOA XA HOI CHU NGHIA VIET NAM
Diclip - Ty do - Hanh phiic

S: 2215 PL-TTDV/

170000027/PCBPL-BYT

Ha NGi, ngdy 10 thdng 10 ndm 2018

BAN PHAN LOAI TRANG THIET B] Y TE

Kinlh gi: CONG TY TNHH CIREM MEDICAL

- CaneitNg ghl dinh 56 362016/ND-CP ngay 15 thiing 5 nm 2016 ciia Chinh phii vé quin 1§ trang

thiét by

tcp

Neuyen thc

Chiing 61 pt

~Congty T
- Luu TTDY

o i DI TT R 3 e
BOYTE

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic 1ap - Ty do - Hanh phiic

$6:13423NK/BYT-TB-CT
Vv cip phép nhip ki TTBYT

Hix Ni, ngy 26 thang 8 ndm 2019

Kinh giri: Cong ty TNHH Qualtech Consulting

Can cir Thong tur sb 302015/TT-BYT ngay 12/102015 ciia B Y té quy dinh
viée nhip khdu trang thiét bi y té.

Xét n0i dung dé nghi tai cong van s6 02/2019/QT-CV ngiy §/7/2019 cia dom vi
nhip Khiu vé viée nhdp khiu trang thit biy (€. BO Y (€ da 6 chitc hop thim dinh b
so nhip khiu va duyét cp gidy phép nhip khiu cic trang thiét bi y té (mdi 100%)
theo danh myc nhu sau:

HANG,
» HANG, NUOC
r | TENRANG THIET By CHUNG LOAL NUGCSAN | CHUSO
XUAT v
et
i
Do i | Thophocdinbiem | Bnpbohe |

D& nghi Cong ty thye hién diing cic quy dinh hién hinh vé nhip khiu trang
thiét bi y té. V& nhan hang hoé phai theo diing quy dinh phap lut vé nhan, dong thii
phai chiu trch nhi¢m vé sb lugng, tri gid va chit luong céc trang thiét b y té nhip
khiu theo quy dinh ciia phip ludt.

Giy phép nhp khau ny ¢6 hi¢u lye dén ngay 31 thang 12 nam 2019
Noi nhn: KT. BQ TRUONG
- N rén; THU TRUONG
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2017 National Innovation Award
(Collagen Ophthalmic Matrix)

2018 ASPA Excellence Prize
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2019 Hangzhou Innovation Award 2021 National Brand Yushan Award 2021 National Innovation Award Innovation Bronze Medal Award
27 Prize (Tissue and Organ Regeneration Technology) 2022 Taipei Biotech Awards



Discovery Channel

.
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L - == -‘ N Scan to watch the video on YouTube.
ACRO Biomedical Co., Ltd,

https://www.youtube.com/watch?v=V Q7
LrxW50SY &t=22s




FORTUNE Investor’s Guide 2021

EES 3636 A ARY 2030 FAATURE.CON

IN VESTUH 2] (‘U]DF 2021 | Mew pasicat Fronsie =
Two Haarte Ar y I Ty ACRO Biomedical draws on the best and the
'wo Hearts Are Better Than One brightest of major science and technology ressarch
In addition to their regenerative success stories, if their current institutes and biomedical research centers in Taiwan

project comes to fruition — ACRO Biomedical may have come Its shareholders include major corporate partners,
ScIoAN T tanine o Bt duninion. ! seasoned biotechnology and chemical engineering
companies of Tarwan, professors of major teaching
and research institutes, and renowned medical
doctors. The biomaterials in development will be used
for tissue repairs in areas such as:

o

Dar Jen Hieh: A¢ an ebireprens

ORTHOPEDICS

W ACRO
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Click 10 See more?

UND
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BUSINESEPERSEN OF THE YEAR

Flml \luql\ ) l{ncket Rl(lc

TE W THE WORLES
ERDICL 0 15 1% ANSFDRMING DHE INGUSTHS WETEN ANBTHES.
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wa ACRO

INTERVIE

Biomedical Co., Lid.

Scan to read full text.
http://www.acrobiomedical.com/index.php?option=module&lang=en&task=pageinfo&id=643 &index=1

MACRO

Biomedical Co., Ltd.
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We continue to make the IMPOSSIBLE possible.
THANK YOU




