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Breakthrough therapy & Fast - Forerunner Review Assignment

Track designation

Evidence level of efficacy: Drug (normal) vs. HCT/P

A Drug (normal) PMD Act.
(Regenerative medical products)
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not available for the target indication
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MFDS i 7 i PR S P& B - BITR BEAHRHEHE - erdh S IND Al ~ BIA][E
MFDS HiGEEEs & - Mg IND Hi5% - B2t mbt e i - ¥t
VIS LERUSERIER - ERRATFRSU 22 ER ~ Bt &= E AR
SRR o Hoit o BEPRATRRBCE B2 AT GLP Ehaa T « MR & w
Al—EFAE GLP Ehaw » HFEAANE M EHHEE ERE -

FEREE RS IND w5 S Mas SR e v ~ B H Al aE in 2~ R e i ~ JF
R HRORELE » U - NDA HIEEVEZ RO BN ~ H R TEh R et -
FHEREB I E T GLP Fhp = ST -

ERIREERAZ AR 2 FN—E 2L NDA HEE > A AR R BRI - b
PRI P Ry 2 5 2 (505¢ 1] T AT Phase | 5 Ha {EFERL b FT5ERL ©
RIS TS A A ~ EEE - GYABEERIRC: ~ 5T IR R TR -
a2 R ~ BEPRNE ROZ2 R s HR S - 4¢ MFDS Zf%[H
B SR o (B RS E SR ERA > A LIS MFDS J5 =G TRIT] -

NDA EREE ] 73 BsMAfER{E © —RHHEE (One-Stop Application) K EEz(H
#4 (Rolling-Submission) - JREIZUHEE (R (e fEE T - ST AN
VAR o R A PR EEMEA KFDA $250 @ m 2B E B ~ JRERIR - BRIRE
B2 HETREIRR - 22 [ KFDA 2SS - EIRErHYRE T - FE
1B R TR B EPEZf (Sectional Approval ) F¢7&A NDA % » #2
LRI ARZ ALK - RS e T ] 5 o
R H A 18 (il izt - B4 2 (EFEREESSRE )78 R 2 i
Rl > FIRATT ~ HET 13 Fps i -

MFDS #% 4 2 i &5 41 (RERIRERZE - B 19 fRT58% 22 fRd T -
41 PREEPRSESR T - 14 (R RERTRRAHAE ~ 12 ¢ R i1 ~ 8 1 R BEtHRH -
HEZRERE A IE A AL L BRSBTS e AR 2R
e > EAMEESEEEE S - ST e ER PR E - fla
INNOCELL #¥E » &K\ 5= 45 GreenCrossCell -
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(1) ~ BAETS LTI G R mL bt 2 R £25 8 52 > 70! & Medipost ~
Pharmicell ~ Anterogen ~ Corestem - ChaBiotech ~ Homotherapy -

KangStemBiotech ~ K-Stemcell -

Chondron ) .
(Sewon Cellontech) Chondrocyte (auto) Articular cartilage defects 2001. 2.
Holod_erm Keratinocyte (auto) Burn wounds 2002. 12.
(Tegoscience)
Kalod_erm Keratinocyte (allo) Burn wounds 2005. 3.
(Tegoscience)
Keraheal ) 2006. 5.
(MCTT) Keratinocyte (auto) Burn wounds Conditioned
f . Activated lymphocyte (auto) Lung cancer Conditi y
Creavax-RCC " . 2007. 5.
(JW Creagene) Dendritic cell (auto) Kidney cancer Conditioned
Immuncell-LC . . 2007. 6.
(GreenCrossCell) Activated lymphocyte (auto) Liver cancer Conditioned
Hyalgraft-3D - . . 2007.7.
(Cha Bio& Diostech) Fibroblast (auto) Diabetic foot ulcer Conditioned
Adipocel .
(Anterogen) Adipocyte (auto) Scar 2007. 8.
NKBio} Conditioned
RMS ossron
(Sewon Cellontech) Osteoblast (auto) Fracture 20009. 8.
Autostem Minimally manipulated
(Cha Bio& Diostech) Adipocyte (auto) Scar 2010. 2.
Queencell Minimally manipulated
(Anterogen) Adipocyte (auto) sl 2010. 3.
Cureskin
(S-Bio Medics) Fibroblast (auto) Pimple scar 2010. 5.
HeartiCellgram-AMI Mesenchymal stem cells . -
(FCB-Pharmicell) (auto, bone-marrow) Acute myocardial infarction 2011. 7.
Cupistem Mesenchymal stem cells -
(Anterogen) (auto, adipose) Crohn’s disease 2012.1.
Cartistem Mesenchymal stem cells ; T7
(Medipost) (allo, UCB) Degenerative arthritis 2012.1.
Neuronata-al Mesenchymal stem cells
(Corestem) (auto, bone-marrow) ALz 2014.7.
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(1) ~ FThHESERiAE APEC LSIF RHSC 2888 T 7 2012 42 (AN B R e fnfe 25 -
Jit 2013 4 6 A $2% Roadmap I=U#iER%Y - H AT Step 1 /Gap analysis f&Ez -
HAFEE -~ B -~ 1K - R - FRENEEAVE B B A B AER AR R EEE 20
RERHIIR I ATEE R AE A Step 2 ZE ISR ~ Step 3 Ryl SRESETL - H&&E R
Step4 JERCERA 2 EatEsC RHSC -

(1) ~ Rt 7 52 B » BRIE BT TAE/INE - (R4S B AR G T
ERR Z LR - P RAE S DRI B S A « EIEA BRI EFE
P EH R L Z TR AIERE > Dl e BHVEEL Y J73 - HEPREE fn Z inE B
2 (R A ARG -
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1. [EZ4kZ &< National Apex Committee for Stem Cell Research ( NAC-SCR) :
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AEffl - H AL s e S 100 5 -
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2. S REZR &9 Institutional Committee for Stem Cell Research (IC-SCR) : &
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AR o TR E A T
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EAEEIE s i v v Vv

Rk

ffi5E 1 DCGI/Drug Controller General of India > FJ& i H 85 S AL S TR
Central Drugs Standard Control Organization (CDSCO) » F 2 & & A ¥)fHE8 2 i
SRR -

HATA 200 LA EEAIRERIFE S - €0A 8 100 eI S RrdIRAH BRI T
gt o BLUESL B R BV 2 BRIREER - 0754 DCGI 74 - 4HFRER IR B R
TR REUSEE RS Ta T Al > DIRrdlif BT Ta i g eatay - rafiit
MR RS 75 (5 R PR SRR ML ARF G 3R{T GMP K GTP A& -
ENEELRS 2013 F4E mednRun 22 B 2 A& ( (National Guidelines for Stem Cell
Research / NGSCR) » H.i FHj s [E 6l & \FHERAIHE K B G/ S AGiete ~ RGNS
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