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i 75 Personal Profile

© EDUCATION :

@1970-1976 Bsc in Department of Pharmaceuticals ~ £.3 %32 < £ Chia Nan
®1993-1995 Master of Business Administration~ ;s + & National ChengChi
1998-2000 Master in International Business ~i /=« & Tamkang University
@ 2001 -2023 R34 fF ~ Ea R A F/EF 1 (2 A RRAF L)
D2008~2018 & 4 A&k ~ s @A F Rww i P HIF A EFR/REBE T L, FHR)

MPLOYMENTS AND EXPERIENCE :
QSr. Sale Manager-« j-% %5 § § % ¢/ Bristol-Myers Squibb (Taiwan) 1979~Apr 1999
D General Manager -2 § %% x. / HealthBanks Biotech Co., Ltd( Thailand) 2001~ 2012
o Sr. Business Consultant -#* 2 4 %¥ /Seminent Biotherapeutic Inc. Nov. 2012 ~..2013
dGeneral manager — &~ ¥ 2 ?TaiwanBio Therapeutics Co.,Ltd. Jul.2014~ 2016
@ Vice Chairman —p #-# $:/iStat Biomedical Co., Ltd. Nov.2015 ~Oct. 2017
@ General manager — - ¥ 2 ?/TaiwanBio Therapeutics Co.,Ltd. Oct.2017~ 2018
@ Sr.Busness Consultant -- £ 4 & F]/Sofiva Genomics Co.Ltd. 2018~2020
DGeneral Secretory-- ¢ /4 e % & § € /Taiwan Assocaton of Tissue Bank 2021~~
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ICF, Pathogens free, Age, Human
Homogeneity, selective criteria...

% 42 : Facilities, Equipment, collection,
Process, Culture, Expansion,
Cryopreservation, Freezing,
Banking, Examinations,

QC, QA, Retrieve,

Delivery, Transportation
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@ Fx £ : Donor selection, ICF, Pathogens free
@ 32 processing SOP,CMC, QA,QC

@312 % : Culture Media, Equipment,
Passage criteria, Harvest




© #& 7P| cell count, viability, bacteria free,
endotoxin, mycoplasma, recovery rate.

@4 % : % *% & Control Freezer » Liquid
nitrogen ( N20,-196 "C)

i% 13 :Cell Banking, Archive management
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@ é’ﬁj: Drier Shippers, (-150°C), Dry Ice, GDP

@ %/ :Water Bath, Retrieve, Flow cytometry,
timing ,transfer syringe.
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Figure 3.2 The hierarchical structure of differentiation. Stem cells become progenitors that yield termi-
nally differentiated cells. Stem cells have the most differentiation potential, while differentiated cells have the

greatest functional capacity.
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X Quallty and Safety

X Cell source, Cell banks, Quality
Control Testing

@ JEMRAKRABR

X Pharm / Tox data

X to support clinical trial design
@ MREK (DSMB Review Meeting)

X Safety and Ethical, Efficacy
‘Description of Benefits / Risk

@ to subjects ~~ Quality, Safety and
Efficacy of cell product for human use.
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@% EE %2 2 A7 Bukizh 55LP! ~~ tests that are
used to 1dentify embryonic stem cells:

1. Manipulating cells to differentiate into cell types from three germ
layers. ~~ F =% o  RRp W= [ R BRE Dwe

2. Injecting cells into mouse to test for the formation of teratoma. #¥ *w
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“ISCT” Criteria:
The Mesenchymal and Tissue Stem Cell
Committee of the International Society for
Cellular Therapy

1. MSC have to be plastic-adherent when maintained under
standard culture conditions.

2. MSC must have the ability for osteogenic, adipogenic, and
chondrogenic differentiation.

3. MSC must express CD73, CD90, and CD105.

4. MSC must lack expression of the hematopoietic lineage
markers c-kit, CD14, CD11b, CD34, CD45, CD19, CD79,
and human leukocyte antigen (HLA)-DR
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e
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Cellular Product (Vision 2025)

e Cell product (biologics) is defined by manufacturing process

e Cell products and its service are constrained by the regions due
to stability properties of cell products: fragile, short shelf-life and
temperature sensitive

- Cell manufacture

- Cell storage, shipping and handling

Autologous Donor cell manufacture

Cell storage, shipping and handling
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W %3E /3 32325 (GLP)
IR e W 2 f /B
W 525 3#5% (GCP) PR
CRPEER ¥ E Y A
(bioequivalence, BE)
B\ 2LERk 2 R 3RS
ey B it F {3 ¥ $/(Chemistry, Manufacturing and
Controls, CMC)
m cGMP, PIC/S

M Labeling (direction of use)
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CRO Partnership
Management

1. Initial proposal & quotation

2. Medical writing , Document
submission.

3. Protocol design

4. SIV, Pl interaction, education.

5. Patients selection; MV
implementation.

6. Protocol amendment.

7. Patients/Subject progress

8. CRC job instructions

9. CRF accuracy ,effectiveness
10. GCP inspection.

1 I**sIMarketing Management: Theory andApplications

Pl + CoPI

Collaboration

1.Patient Recruit

2. Protocol
Implementation

3. Treatment
4. Efficacy End Point
5.Monitor Visit

CRC Job

Performance

. Clinical environment.
Personal style.
Interaction with PI/CoPI.
Patients communication.
Working attitude.

Patient recruiting skills.
Sponsor Objective.

OPD follow up.

. CRF accuracy,
effectlven ess

10.GCP inspection
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@** Mesenchymal stem cells (MSCs) have been at the forefront of
regenerative medicine for many years.

@ **Exosomes released by these MSCs are being investigated to
determine if they can also serve as potential therapies in damaged
organs, such as the myocardium after heart infarction, strokes, spinal
cord injuries, retina diseases, and damaged livers.

@**I\/ISCE* Lt L A F R AL HPTE L
{ 8- % F 45 I Secretone, Exosomesmée PECY .
R "ﬁm?;ﬁ,]v} ’%if’* » 2 H iv® BE LV
kR HYEdF squ WG B E + R4
4 "}7'4 ?7}4 ’J Hb 7‘b o

65 /46

" “es
**sIMarketing Management: Theory andApplications



Exosomeshfadp i s

@Exosomes (HE’S’M&EE) K/J\Z’JZ.EBO 100nm E¥ -
NESEREMD - SFEFTEE - E8EEE (
mRNAs microRNAs, DNAsZ ) - KEFZ2 4 B 58

==

@exosomesMMEEAMA - oI AR M17E PETT
RIEBRERVER - RESMRABEB R A4 BENAR
EEAZ RV INEE

R - FEfiEexosomesth iR BB = E[EEEREM
At JFREEEERIFHRREERRE - ArEiE
fMIRIE (pre-metastatic niche) - FEIEERIE M (
organotropism ) FHIERRIEHIAE -
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© ¢t ;&40 (exosomes) E_E % 'm¥e & s3] %e ¢t
%3 enim e ¢t & 5 (extracellular vesicles,
EVS) o *hiaRenet R AR TR P 3
P~ PR RE WJ*‘H
» i W7 iwe KRRt R F)FF
BE Kihlmiznis R 14 Fb =0 5 ﬁlﬁi’l‘ﬁf?'
Y Rkl R s (blomarker)
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¢b ;& 48 (Exosome) BT K 2L ¥ # P ey * 3 & > A
C mR M RB LI B R RENE f 3

. *FHa¥8 (Exosome) 4 3 it

. *Fu g (Exosome ) 3% Z_fk35 (Marker ) # iR

c BERA L IR B (RAZRNTA)

. fm% % Cytokine# /] (Multiplex Immunoassay)
. v % Proteomics¥# i# (LC/MS/MS)

. Mo % BRRNA Mi-RNA#&:#] (NGS)
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Wwaseh il (Exosome)

1. SMupRERYEE B B hS Bw PR AU 2k 5 HA B
APEER A,

2. BHARYEMAANAMR , Bt , $ROR
SR REFAL(ESE. EESERH
. EGErndiEsn. 258, EARK
EEMEYIRE. T8e 7 M RGMPE4R
RS FRE RS IR A 2 HE &L,
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@Are we ready ?
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“New Perspectives in Mesenchymal Stem Cell Research”
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