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Developmental Strategy for Stem Cell Therapy Products in

Regulatory Considerations

In Young Chang, Kyung Suk Kim

Bioengineering Institute, Corestem Inc,, Seoul, Korea

Expectation that stem cell therapy products will prove better and more effective in treat-
ing a variety of medical conditions continues to drive expanding research efforts. Stem cell
therapy products consist of, or are derived from, populations of stem cell progenitors. They
are complex and dynamic biological therapies which are highly regulated for safety and
efficacy as biological products. The Korea Food Drug Administration (KFDA) is the legal au-
thority responsible to regulate stem cell therapy products as stipulated by the Pharmaceu-
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tical Affairs Act. In this article, the regulatory review process used by the KFDA to assess AARIRE 20124 6 302
the safety and effectiveness of novel stem-cell therapy products is described. The agency ARHEEURE: 2012 79 202

regularly updates and re-evaluates recommendations applicable to production and test-
ing of stem cell therapy products based on the accumulation of scientific and clinical ex-

periences.
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Appendix 1. Documents for Investigational New Drug (IND) Submis- Appendix 2. Critical Issues to Establish QC Item of Stem Cell Therapy
sion Products
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Appendix 4. Summary of GMP Guideline for Cell Therapy Products

al=; e
Alg Y st
Az AL L | 2da 2 5H0| 0|R0R|= 28 29| HH T = dlass 10,000 0|42 2 22 |5HO0f ot M|A - FH| S class 100,000 0| &= 2te|atjof gt
o E=Ll] MIZ2| 22 A0tk MZEILAIES| FEE0|22 215 Bt 3HS 38 4+~ 010 04E0] 20| 2|52 2 A 23E = MZEIH 21 =&%/= BSC (Bio-
logical Safety Cabinet)2t CO, H{Y7|= &6t 2t2|7t Zed

1.

2.

HZAPAE AHzE

27| REIA|AEI(HVAC)

AEINES=

sizpel PIESN

(Hdz )

Al

Hzzel

SFaHw

Szl ® Hio|2 S 2|
23 2eijo| M HZ
7|et Ablo] A

2042t 18

7let

BSC

- HIZ22], Bl A, AckBiY, S U ZYSYM HZI} IR 2¢0) 21 =252 2 BSCO| 74 Y Al ABE oF, HiF, Y222 2{erio|
H571 7k, 20| 2of YekS 012 4 A=A, YYE=E {2 22(sl7| W2l LA - AU, 714 TS 2l LArLdriol £U+-HY
T USR], S5, B8, 25 S J|EMA RS n2qsof &

- R0 20| 0|F012|= BSCE ¥H = class 1000 2504 22[sHOF 510, 2|42 class 10,000 04020}

- BSCO| HEPA TE{= g7 |42 MY U {2 245(0f 5101, YO 2 BSCO| 'Wa|H|0| 42 O 674 H0IC 35, 25, &3, HEPA TE{O] 2 AL &
7| 25 HAL SOl =0 tisto] Al

CO: BiY7|

- HIZE22H MZSY S 718 2l AlZtS et 2-ls = 30| Ui SHO0|22 By

- H2|H[0| 42 SSH0] CO, BIY7|9| Ha 7|, E=2 BB Wi+ SYS &
& A}, U LRO| 9128 2 HA, SR H 840 WAF7| SO| o

- 2t 2EH2 SYHQIHIYY|S ARZSH= 20| BIZ2ISILL B UiV |0f 02 2ES HAllst= ZR 2E 2t w2 Y2 S /5 TS DAsofF &

- CO, 7tA Q1Y RO TE] A V|EF ARFO| WAH|ITV|E L5t 0| gYH| S F7 |2 72|24 A2lg +-sto] 2elsor g
ME2|2A|= LI O|oFF A 240t Ho| HZE40| ALZY0| AYOM L Y AR ABE|Z| 42 4 UASH, 720 U= HZE4E F0isk= S

B0 15 520l 84S ST R U0 H 284 HHIS UARA| S+ US

Az 84 0§ Al AHA] A 24 A0l [Het 20§ ADHCH S HHARS 2A{5| 5i0f 50, B0 W2t 7|2S 2YSt=S 50, St 21 YEStL A

0| YR2 ABE|E 8= FABSE ABSHOF Y

AN H 28 M2 FR0ls LEHQI o|AF 0| HZEPAI LML SUD 7|EO2 HH|, RA| 22| oiof &

CHE AAoF He2 A 2 AL HUAE F2| = 72I51010F 5101, URSICH L HHE 32 S5, YL SHE HVACE 22 A8 + US

HZ2SY0 T2t Y= SES HYot ] WALGYR|S /5t 3719 Aeets 12soF &

- 28k, BI8le, BN 340 4 YEE +U - 248 T HVACS ZAslior &

HVAC®| ‘#i2|¢|0| 42 DQ, IQ, OQ, PQE 5| #alist i Z1HE 2M2I5H0] E2k5H0F 5101 1 Z20tof| It HVAC 22|7|&2t SOPE &Helstn 771242

2 HYsHok & Class 10,000 0|42| ¥ A[H22 2|=|= 7122| HEPA BE{= 0ff 67H20IC 7| HAS HAlshs X0| BI2g

- 230 WA, M, 28R 23, oY Y| S Yo22(of 2 2 1S dYY o= S, S5, 87|84, air flow pattern, HEPA HE{2] 2LIGAIH

LAY 2Y SS Y| RO YSI=F 510, oY HF E= 72| 247t 2E 0= D U8 L 21 2ME BIEA| Eatelof &

ME22A= AIE S44 ELH0] A&20=2 0|2012|22 F7|HY E= A A, AZS AHZS ST 327t UAEl= E=0| 220] 0|SAl

7 A Z0l B2 DIR[A] Q=S 22| o & 2IRHsHOF

AY HSU Y25 L A S| SOl STt FeS 012 4 Qs tAs B2 2P ES BYstof p2(soF &

- AH|ZA GH CHRE] A2 S A1 7 AS 124510] TIAA LS HA6H0F B

Q0| 0K A| 2|28 JHAZ F10HSH= 0] B2F2{5H0 70§ A|DICH BHEA] HZALZRE] CoAS £-5H0] 2l - Y HsHop &

- CO; YA0IM CO; BIY7 |71 1A= Ma|E 22 510 SF5IL AM&st= 2ol 0.2 um E= 0.22 pme| membrane filter 2 2510 22201
L} 0|42 SOI & 3a2&lA| =5 St X0| B2l

- 0142 29 YRS 2lsh HVACO| 7t S28t A|A-0|0] LR 20| MEX2A| Hl=as 2YL S FTA 24 (dass 10,000)22 2[5t 20 HIZE7+
AYHOR 27|0f LEel= 3Y2 FYE S5 class 10021 PFAACHOfA 0|F01.

- 714 28 A2 2{0| 0|R0{2|= 2 UO| 71 20| =2 22[5h= X0 Bigf2istH ZE =t =2 20|

e[sHof g

Az 2EHR CHE SU2UUE AFEsts 20| BH2{st0] S 2] LHR0l= 252 At 3719 80 &2 01al= 20| Y=5 5t 2}

Yoh= Zotel SE2LE>S S35/0F &

Bl ¥ZES0= class 10,000 72| CO, BILZ|LHOfIA BIXE|22 DI YS0| S2sHA| RSI=F LEIS Z2ISHOPITL U= L8| 87|t LHE HE A

Eé'»i 7—|0| H}EFZI%F

&5t= A0 HigAe

10

o

f7| Lol =2 H B0 DIYE dS Y| S 2h2|0f| 2 S 7|sHop e
WA F7|E 2Ysto] 2r2|sHof it 'Waleo|de] 22352 CO 5
5

o
o

n 0

ok

2
NC
rlo
o
|0
fu
o]
NJ
N
ol
i
=+
20
H-|
Ju
N
m©
o

- BUR| AIY Al YHUYZRT U HOIRAARE ABSHE B9 AZ T2 TRE WEo| 7| ZSHA|AHS SO} 5101 7] WAIR ZeH7] Ao] bt
2+2I5H
TN

- FYURTT L BIO[ATE ALBSHE A2 RoAIPH E20| Y HOIM +3l5H0f 510 PRA L ol A AL S2E S ALBSHA| &
70| Hjakzist
= 40| Bi2fat

SIS Helst Ut OIS TS UL RIS 20| BRI

- Qurol ZApo| BHBHO| st HS,
o Chet RICO| 42 BIEA| ZBIA|AH0F 8

- Of 2PAjac} B LERS UAjst] @
£ 77|12 Mysln ol Helyys 3

SRl B A2 SIsh SA| YsHs IS 245I5kD SAI0) Y4 K53 Ach OIS 2F HAE S5 HH 4 2YH 2ol Y

HIOIY, TRH S 2 87/ HICA| Y

- @72 '2c Hel 5 P Zelo] Hpel

= TS

?
Blat 227|S DHI510] ALS
RS Ho|2 S8 TUSH0| S Al H2510] AT 22 BHBILY, AZ4 Al 0 U HZEL T2 SO AR 70| 0f2t Y2 YIEA| Halefo|
442 S510] 22 213 U B2 $ SEIRlo| Cfst 222 UAlsfol &
- 90l P AZEH| EE HolHS HE ol DAIBS AAISOF 8
- M3 £ 2R Hlol2 S8 7S 29 TUHRE| 9 DAIOIC 4 B3 0f E& depyrogenation S2| 2247t HAIE CoAS ot 2
2| gtotzfot &
- MEAZH= S44 SUSH SIS 0|2510] 0f2] 2EOYES #3102 Mot 297 BOOT BSCO| HH U AS S MBS B3| o0} 3
- BSC Ujel M3 Z2 Cigol 2712 22
@ BSCO| 24 U 250 ABSHS MA{A| U ASH So| HIS SoI5| 915 254 A2 MH2 AR U £SH| HAE SS AAjgH
@ St HHIS 0|2310] ofzf 2EQ| ABS 3}H0R AR A2, 0 B URSRLE| DXLHS A48 9
229 1 ¥3 52 242 WIsI0] 1 M B3P} e OfHE 2AS3
- BSC U M2 212 % B3 3|=2AIE S2 AAISI0) A AQORTE| Y32 Wl Y= 2 SHBHAIZIS M50l BRlsHs 20| BliAlg
- EUBH {0 MR CF2 2EQ| AZ0| SAI0] HYFH Z, HAHI0| Chet 34 U 2SS H215) 510 2B YAISHOF &
- AZBHo| ALBSH= 871 3 Ysi80| ofl 8712 AIH U R0 cfst 2Z0| Te
- & I HHEA| O] QO RRIE(] HA U ASNENS SIOISHS HaHS JH3{0}510), MZITISAO| H 20| Ha 2R HOIUAS MBIt B
ME2|ZAl= PRAQIBHO| 2eiajo 0|5 219102 0|20{2|7| h20] CH2 ofst ML 2eixiel mRo0| SR8, Tfeth YsHol GMP mR0| 2
7F5101 St 24Q12j0f Chet MRS 2BHEHD SUE AT} A 4 T NAHS R230F 3t
SR il H=o| o1F TRIUS £2UsH0! AIY 2 UMl 58
AR MIES| E44, 2 T E0MIAIS] B 712t 240l Hi2|27| S ME2|ZA|2| S44S Sressto] oA A 2ol B ol
2,312 BN 12 $ 57 22 23 50| 2 WOt SS UIAIBE 7 FHIZHWRS OIS A0l AL AR AL Aol 212E A2 §
5101 2t AlB0f Hgtet 2ol Mot As| malste Xol ke

w0

i
ook
%
4
I
2

o
2
x
g
[
i
=
g
ol
N

Hanyang Med Rev 2012;32:163-169

http://www.e-hmr.org 169



