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S SR DU FUEAS o ARG - BISSHEIAIEE (International Society

for Cellular Therapy : ISCT ) SHEZZBIAFE @ - SRLLAERS BAGHTSE « ESETHE -
AR IS e B AT AR (S PR B B SR R T 2R AR 19 JE4E® 19th ISCT Annual
Meeting | » It— RS BTN @B - MOAEr#erh228] FDA RPae
FERE GRS 5 BB~ Regulators Forum Cell Therapy Group (RFCTG)
3 > T TSI ACRIE - U077 IR I T R
Bl 2 ARSI (SIS ) » 3 HAHAS BT B (T BUTHIR - DR RS
B B KBRS - (RAE AR -

.~ Y TGA |
(—) ~ TR FR-E TG R oL (Therapeuﬁc Good) {&{f# Therapeutic Goods Act » FJ
TGA R - 5 2011 45 - FRISTABIRAHT ~ S0 BB + TE,

W s (Biological) ENBSEIMPRANST] (T2 - AR A
I AR | AEEUSRERAY) - FERAIIPER, (BT, (%
PRI ) - |

l:_-lncluded : ;I‘iét Included -

L 1
Biologicals |§- 5
Framework

itic Goods [Thmgs
not Biologicals) . .
termination :




Not regulated by the TGA

Regulated as biologicals

Reguiated, but not as
_ hiologicals

(7)) ~ £¥E N HIES © Abiological comprises, contains or is derived form human

cells or human tissues ( or specified by the Secretary to be a biological ) »
(=)~ Z'j‘;?ﬁ?}ﬂﬁ‘}}ﬁ%%%ﬁ[ﬁfﬂ} ( Australian Register of Therapeutic Goods : ARTG) #E -
MMGRE At - IRH AR ] 7R 4 #K » SRETEET

il BOR
i S TS Standards
B %fj\ﬁfﬁ.( Minimal manipulation ) | FE45F5 Standards+Guidelines
ENER (Homologous use) | GMP
| [ %411 : Milled bone for allograft ]
PR | Ry NEH > (BRI | R R T R
iy e /i L R e GMP
[ #4] : Dematerialized bone |
prepared with antibiotics - MSC for
treatment of GVHD ]
gy | tEiEs R - HYEIEAR A | SRR SR KT
b~ VPR GMP
[ #1400 : Dermal fibroblasts
transformed for skeletal muscle
repair in primary myopathy ]
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5 Phase 1) » 233 T T Ml s M ARIEAT BRI -
(1) ~ BN AT S A o

=~ HPHEE

(—) ~ MR i » 155 BIRER Medicines Act 2 Human Tissue Act $5BH - Frhu
HERSHEY  FBIY Medicines Act FYSHEIG  AMERATLSAY Rl Human Tissue
Act FYHEIE -

() ~ 7R 2016 4 » RPN~ M1 76 BESE T SEBUETRE AT - Wi pic B — BB {7 ANZTPA

( Australia New Zealand Therapeutic Products Authority ) » 3 ~ BE61 - |1

TR R A= WD BE T - SRATMRNEI A i i B HRARIRE » JRF RS ANZTPA 1Y
ERHRIRE -

(=) ~ EIRTHIPERELL Human Tissue Act 2RI A BSAHMY) - BHEERIGS TOA
R EYERHEHIIE - DAFRZE ANZTPA EE - |

(PR0) ~ PSR AR S R A -

VY ~ Fringz HSA ,

(—) ~ B ERY) (Human Cell- and Tissue-Based Therapeutic Products ; CTT ) £F%F
DsEIE S Advanced Therapeutic Products » 47¢#5 Medicines Act & H « SEHAETN
SRR TR B B 2 % - |

() ~ FE MR EBUGE  Brhiik H Ak s B vtk CTT &8 » fISh

R IR AE A I, -
(=)~ =AM CTT fRrEkEais N (Substantial Manipulaﬁon) ~ s
(Non-homologous use ) ~ # 5 MM © REIHEE M ARG RUAIENT - %
AR (Pre-submission Consultation ) »

(P9 ~ $FACAEGN 22 E#57 (Reference Agency ; Hll US FDA ~ EMA - Health
Canada ~ TGA ) o/ —BJ5FH] » THRTTHEMEHRAIRTE (Abridged Route ) »

(7)) ~ AR RARRELE S - mmbRTE CTT BUEATS PIC/S GMP « A4t
RIS RIS - TH0S GTP A& - B ANE HHHG
GDP - [HHHEE a3 FH B A B M ~  Fi s s e R e R -
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1 EERN B R B BRI  HR R 'T‘:é:@!
MHLW/PMDA 7 34y » JZEARH] Pharmaceutical Affa_lrs Food Sanitation
Council (PASFC) > HIERTE GTP kz GCP HIBHHLE °

2. BRI - JELA ER B SRR TR —RE DB A 2.2
EEUJRE ¢ TEFTE Medical Practitioners Act » HEG RSB B IMEHEAfLRRE
# > WFRAEH health Science Council « {EEHFER R ATEETT < SR FRBH RS -
IS 2 RO Al A o BT B e A T T R B b s AR
H > (BRI SR A o FUELEIATES IRB B MHLW -

() ~ S$HAF BB A BEAT < BRI » HARIE RS S i i e T e B
FeAhrEEN, - ﬂﬂgﬁﬁ'ﬁ%Z@E%ﬁ*HBﬁﬁi °

(=)~ HAPMDA it 2012 4£ 5 HEHEHINEAAREE M7 3571 Science Board » {77H))
FROCERAEE N - AR - BIEHSY ARG -

(P4) ~ HHBfATRER T E IR LR M » ) BISE R Fo I 2 S A R el e b
B REEE R - B8R 2013 A 2 HUVH 66 A a iR R IREIER S - HarR
BLGIEE (20 #4) ~ Al - Bed MEE R E -

(75) ~ PMDA S8 B S i s » HLAWE ~ FEER B R SR PR s e » 4
it T BEERERIRAREK | WORARRNRE - Bl T b

() ~ MEH A A WS S R s S SHEVTRESHI R RIaIG
RECEFIR < B - LA AR S TR 22100 - SRAT ARG IR A%

( Provisional Approval with condition ) » JIZE#% W 42%E BT -

(t) ~ HARCEA 2 sz det L - /3815 Autologous cultured epidermis ($[3¥55

5 A g ) ko Autologous cultured cartilage ( $H¥EJIKIFEEHE) -

« Bl MFDS

(—) > B 2013 4E 4 Fit - &3 FDA titfhllFS MFDS (Ministry of Food and Drug

' Safety ) » i NIFDS ( National Institute of Food and Drug Safety Evaluatlon)r'
T TEE - eEs S AHBIBEHET -
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tm (Biologics ) ~ B DNA ZEim ~ MR bl M BRI E M -
() ~ MUMHEERE S i MR BRI « SOE LR B B S/ S S ] - 4Bl
BHRA MR R TR (AT PRR)

Autologous

manufacturing | .. Xenogeneic

at & medical
" center

Minimal
manipulation

outside the

Cell medical center | ;T

_El'_ibpfharmaceutieals
iarmaceutical Affairs Act)

More than minimal
manipufation

Human tissues for

'ﬁﬁ . P : i
J

. transplantation - Xenogeneic
Tissue £t % (Hizman Tissue _ Tissue
= Salety & Control Act)
Human organs for
transplantation Xenogeneic
Organ (Internal Organs, etc. Qrgan
Transplant Act)

(M) ~ EELESERT - B8 B AC Characterization ~ Donor Eligibility ~ Cell |
Culture & Cell Banking * Release Speciﬁcation ; ﬁ%&?ﬁﬁﬁﬂﬁ@%@?ﬁﬁ%
B ~ Cell Fate/Bio-distribution/Optimal Dose ~ Infection/Immune Response ~
Long-term Follow-up
(71) ~ B2 2013 43 ATH 73 HHABARRGREAER S - o RIREAT 550 29 £ -
SR GIEAIBIBERT (32%) DM (20% ) ~ 1S (20% ) TR - -
R~ ST 16 fHZESHRHE LT FIRANT - |

. App. Active Substances
Product name License Holder :
Year (Cell Type)
Sewon
Chondron : 2001 Autologous chondrocyte
Cellontech
TEGO .
Holoderm® 2002 Autolougous keratinocyte
SCIENCE _
TEGO 2005 Allogeneic
Kaloderm® ‘ )
. SCIENCE 2010 keratinocyte
Keraheal MCTT 2006 - Autologous keratinocyte
. Autolougous
CreaVax-RCC Inj. JW CreaGene 2007 .
o dendritic cell




Autologous

6 Immuncell-LC INNOCELL 2007 o
activatied T lymphocyte
Autologous
7 NKM CELLTECH 2007 L.
- activatied lymphocyte
CHABIO& Autologous
8 Hyalgraft-3D 2007
DIOSTECH dermal fibroblast
Sewon |
9 RMS Ossron 2009 Autologous osteocyte
Cellontech
Autologous adipose-derived
CHABIO& minimally manipulated
10 AutoStem* 2010 ,
' DIOSTECH adipocyte
(*minimal manipulation) -
Autologous adipose-derived
minimally manipulated
11 QeenCell* Anterogen 2010 .
‘ adipocyte
(*minimal manipulation)
. . . Autologous
12 CureSkin S.Biomedics 2010
dermal fibroblast
CHABIO& ' .
13 LSK Autograft 2010 Autolougous keratinocyte
E DIOSTECH
] Autologous
. Pharmicell Co., - ]
14 | Hearticellgram-AMI Ld 2011 | bone marrow-derived mesenchymal
' stem cell
MEDIPOST Allogeneic umbilical cord blood-
15 CARTISTEM® ‘ 2012 .
: Co., Ltd. derived mesenchymal stem cell
Autologous
16 Cupistem Anterogen 2012 | adipose-derived mesenchymal stem

cell

15 ~ 25 FIMEA/BR Y EMA .

(—) ~ BRUSE A ARG ~ EEDR3AHE %Hfﬂéiﬁ%c'ﬁ'ﬁ% PRI T LS e i
i { Advanced Therapy Medicinal Product) -

(&)~ HAEMBEATT -

1. 2004/23/EC 354y -
2. 20006/17/EC 55K 2006/86/EC 381

e R AR R R

BN R -

3. 13942007 SRR H - Fril ARSI AN (Advanced Therapy Medicinal
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Product) i b S IR - WA TG R R S R A
( Committee for Advanced Therapies ) ZiH{FERIHEE -

() ~ W 2 P TR 2 BB Tt » Wt
TR, R R TS AR R T - DS A -
(V) ~ S 2012 17 BEHIEA 147 PHETAERRPR U 353 LEATR G R HRAE
uwﬁmﬁiﬁmﬁﬁﬁioiﬁﬁﬁﬁﬁﬁﬁﬁ‘@M%~ﬁﬁ%@vﬁ§
AIBIAEN, - |

(T0) ~ IR 139412007 EMIE - 27 BUHAHESE RIS & FONNILE - Roarh
BT ERRZBIS (Hospital Exemption) » 412 © JEHATEBREMERLE « 2564
TR ~ e R BB - R AR A B A -

() + BRI EIRTALAT 2 P MR R A MAME » 49508 ¢ ChondroCelect (HEESIK
BB AIHIAHE) - Glybera (HIK TAZEEMD) -

| J\ ~ & A Health Canada
(—) ~ FENIE AHAIIIAEEE SBHK Food and Drugs Act 88 » L N4 =8 -
1. BEE, (ZEYEERSEHTEE) | ) Food and Drug Regulation » SFFZHEES, |-
TIEFH] ~ £FG GMP ~ BEANR ~ IEATIRSs M B Z 2R
SR o PLAEAIEZ SRIEETREH] - B R N 2 FE N B ELRA I
s G MRS BN
2. RS ¢ KR Food and Drug Regulation » FEHHRMIARTER (BT ) -
AT -

3. FEAEF MM © {{§ Safety of Human Cells, Tissues and Organs for
Transplantation Regulations » BT REZE RS (Establishment
Registration ) L R4S » TR AT ERS AT 22 - A A5 ]
REFLHS ~ FIEOEAD © S/ N BR RN, » EIRTCAT 133 REBA ~ 55 FBISh
PR - B

(2~ BoINEAR TR 2RSSR T - ST — {22/ Prochymal 77 -
LR ALK Eﬁ’q‘ﬁi)\ﬁaﬁgﬁﬁmﬁﬂ » U ARG HEE Acute Graft Versus Host Disease
(aGHD) - '
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Ju ~ 358 FDA CBER
(—) ~ MfEE R E M B A AT AR EE T (Human Cell & Tissue Products ;
HCT/P) » 1S/ L 2Rt (Public Health Service Act 5 PHS Act) Bl £rf,
BB (Federal Food, Drug, and Cosmetic Act ; FD&C Act) &E#E -
() ~ s SRR R BT LR - TR FHIRE -

1.

B/ NEEH 2 HCT/P : PHS Act section 361 ﬁﬁ%’:‘m&.leFR Part 1271.10 ¥
i o HHE HCT/P 2 R A e B B B AR R » I 3 SR
AT ARREE T IR - A iR IR RIS MRE - MAASOR A 4 Y
M AT TP DI BEARBIA R T ~ RBE H A T -

BB < HCT/P © PHS Act section 3-51 LA FD&C Act » ZEHGEH
TIRIRGHE » NEE AT SRS O A AHB L -SR0S GMP BEEARIETA
i ~ RIS B R A AR EALEE - ST TIRIE - ER R -

(=)~ HR0RATrFEMI R SRS A BRI PR B ZEAT1S 1,300 £ GFF 2 4E %0kt
BRI AR BRI e 170~180 f:/545)
(T) ~ 248 I RORGHE 7 IEANNERRRE R - FFIATT -

Product ) App. Active Substances
License Holder ‘
name Year (Cell Type)
. . Autologous cultured
1} Carticel Genzyme Biosurgery 1997
chondrocyte
2 | Provenge Dendreon Corporation 2010 Sipuleucel-T
Laviv Fibrocell Technologies 2011 Azficel-T
Allogeneic cultures
4| Gintuit Organogenesis Inc. 2012 | keratinocytes and fibroblasts in

bovine collagen

5 | Hemacord

New York Blood Center, Inc.” | 2011 HPC, Cord Blood

Clinimniune Labs, University

- 2012 |- HPC, Cord Blood
of Colorado Cord Blood Bank

7- Ducord

Duke University School of

o 2012 * HPC, Cord Blood
Medicine
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-+ ~ Regulators Forum Cell Therapy Group (RFCTG)
() » ARG KEHTEH » 8 US FDA Dr. Kimberly Beonton ##E4:T% »
1 EMA ~ JIIZER ~ HAS ~ 5853 - Frinbk - fvaed - BN - Sz -
(=) ~ ErRblat - AEAERERTXCEARAL S, » BOR Mission Statement ZIEF . » FTH
BRI A A RSB TR - C BRI AR AR AR
1. SHEHINEE s &5 (Categorization of Cell Therapy Product ) » 1T
SR e - RS T

(1.

Q).

3).

AT B E DL PO B RIS AR e
HFEE (BIEE S manipulation or processing )

FAEFEIE T B BRSO HAR B w] fea P e R R EH B i g A T
(Medical practice/ﬁospital exemptions ) + “DLEE ihaile R B v -
AN RIS - P AR R n] (I - 28 =HARR R

SHF G RYTLRERRR ) -

2. $1EIRHIRNSRE ( Clinical Survey results and discussion ) » SFIEE A
FREE e TR E M - R E R R T

(0.

2).

3).

4).
().
(6).

Nature and duration of patient follow-up : E5GE1 %} Safety » M3k
Efficacy e _

Need for pre-clinical studies prior to initiation of clinical trials : S @Er{{F
[EIEE S8 first-in-human (FIH) studies » 53758 Good Clinical
Practice F43 » JJ?EUJ:EH‘%FH-ICH E6 Guideline ° ‘
Appropriate Study populations (patients vs. normal volunteers) : Hilg@r £
KRS first-in-human (FIH) studies Ef TR -
Informed Consent °

Data requirements for biokinetics, biodynamics, efficacy, and safety °
Level of documentation for clinical trial : Bl&{{Z A S/ E

first-in-human (FIH) studies -

3. MRS 72 A EHIRABHE TRl (Standards for
Cell Banking ) °
4. kAt - HrimbNERHTE APEC LSIF RHSC 2068 T .7 MNEA MR R ek

e

2012 4 2 A% roadmap EAT AR » TR 6 17 RUSC &

13.




s R IR EERZ © 2013 & 2014 AEHFHEA Step 1 /Gap analysis [EER -
(=) ~ FEPRRRAIE RFCTG HEITH & 32 P S PHESR > Bi5A 5 20 JE4EET 20th
ISCT Annual Meeting | B » [RAVEHIE & H 2 0JgeM:

=~ LR

— ~ AR, - ARIARTEE A B AT BRCUARAE L 2 IR TR A - ()
s SR e R Y o AE e R R R R - AR AR A B

SRR R RACHE o F BRI AR IR TSR B S R T R R -

=~ AR A AR EIREE R ISCT 4E &  Regulations Around the World Session 2 | Eﬁi
5B ~ B - R~ ARG o BRI HAT B e - MERERE IR
FHRRER R » MR R - ’

=~ GEENIEIEEAL RN - REESHEF S B B TEGEE T - AREA
JE I~ APEC LSIF 4386 F » TRiEZ 0 S5 Bk o~ Ml e S e
. { Regulator Forum Cell Therapy Group ) » FEiRFcH g2 HiHIE L& E% » RIENE
*U@ﬂﬂ%“#ﬁﬁ%ﬁgﬁiﬁ ° RUEESAT R ~ W - INK - MO - MR - HT
TN ~ RIS o EE R E RN BN » Bk A% B & B A R e TR A
A - SR HNATR BB A AT A B E - BIF D EIE R  BHEE A
frtH A LU (EEE R S - B ER) -

B~ R

— ~ BRI T AL AR i B RIS R S T RS A £ AT - 3
ST « BB R MR o A RTINS B AR
B ATV RS S L B B B M0 BRI TAY S A & AN » BBt
SO R PITREE  MRMAECE QSR S S E T EATE D
(R ARRRT S > RBIE TSR -

= E AR S R i S B I RIS A B B A TR BRI
B4 BN A BSABR AT EY - SR BE Sk (T RIS » OB Bl
SV ST BT RROR » W4 BN » ST IR KRB
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FEAHBRIES » DB PR S RE » J5 RS AT IR 5 P
BREEES 1] o

S B R BT R YR B S I - e S -
BB — AT RO R AT RS B S RTRS EAe B F -
ST BRI A RS e, N R SRR T RS - RSB A
STEH, o RGN S PR o | |
AT AR AR B A SR B R BRIE A RS o
#F Medical practice/hospital exemptions » BEFEIA IR INEAEE » (GBS EERE
IR LR BRI -

- BESREIRRIRARE - KRR E RS - BUERB S PR E AR AR
FERG A TR » AR G B2 e » NERRIRM Lt » e
HLNEHT A% T > SR TR RS B - W& R
B+ {ETR AT AA B S A SN o
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