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F FHAEERE - MRS E - kT 5 BT R OEERBEERI (2013, 02. 06 RF)

=N KE B N A ES| ZDith &5t
phase 1 0 24 8 9 5 46
phase 1/2 2 23 20 15 14 74
phase 2 1 40 14 4 16 75
phase 2/3 1 3 2 1 0 7
phase 3 0 20 13 4 12 49
INET 4 110 57 33 47 251
i 2 11 14 18 3 48
&t 6 121 A 51 50 299
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Wb DE G T,
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use T%?ﬁ(‘ LTI R B Y 2 MR ot EE (361HCT/Ps) THLHZRIMBMBMA 2R bOLE
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B A& KE FR M (EU)
BEERHS EERRITEEHSE *Human Cells, Tissues, and Cellular and HEEFER(BR.MR.EE)EZEAH.HNDR
DERE YR CCNETERBEIN:2HE (BERE.EEH Tissue—derived Products (HCT/Ps)&LTE B #I7%I0 T (substantial manipulation) M2 T
Ly BHE) VT hEERESRHRN % (21CFR1271) LB M X (FIEHE R #IE A (non—homologous use)
CBAEREFRMILESYUILICTRES % RINROMIMNENT=HD [minimally D15 & [XAdvanced Therapy Medicinal Products
WEFTE manipulated] . 8 [& 141 A [homologous use] (ATMP)TEE SR 1ELTHRH (KR A EE &,
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[Z L) 21CFR1I2TNICK YR HI (BHEEBHRELK
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ENLUNEEER ERBBEHIVNEEYRE
BB F| LL T, FD&C Act, PHS Act351E R U
CFR Title 21 Chapter 12k #ZZ 13
BB OEHOE AL THNIEBiologics
REIE T EEHBAE Food and Drug Administration (FDA) European Medicines Agency (EMA)
CEEGEREFLBEHEE (PMDA)
BERBEE | -PMDAOBLEERULEEED *FDA "EMAZ (A TH1740% (2012RFT F )
ERH ‘PMDAZ A TH#1680% . SHEEEFIH440% Biologics& ¥ Wi S f-35 & : CBER RRE EF EMHAEAEOEMENRDS
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SnBH. HEDERE L £ (20138 FHEE)
R EF EVMHHFLEOEMMENRD
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1. JERRER (GLPE &)
ABETOT *GCPIZiR o= -investigational new drug& FA L\ =2 TOEG R -investigational medicinal productZ AL \f=2 T
xR CBEERARKICEATIHERDOHERRFITE HERIXFDANDIND R 35 - K B ANLE (21CFR DEERAR T, EERFLBRUHEZEESD
2. BRIREER BHBRERICER 312) EZE KB NWE (Directive 2001/20/EC Article
sinformed consentMEX 1§ LIRBOD B E KB H 9)
W E (21CFR50, 21CFR56) 2 TOBKRKRIZGCOPIZAIYITbhIThiELD
#2LN (B Article 1)
-HAEERBE ATMPICEET 5GCPHARS 1Y
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3. 8iE CELEICELTIZGMPE ST (B R GMPE AEBREIZDLV Tldphase 10D Hphase 1 cGMP - 8 5& 2B L TIZGMP (Directive 2003/94/EC) &
) CAREOHECBEALTIEABRIEGMPAE | AE M (phase 1 cGMPHAH U R) GMP#H 44> R (Eudralex Vol.4) . AERE
ASndCAEBREGMPER) CHBEERMK(HCT/Ps) DELE(ZIE, 51T (Investigational Medicinal Product) [Z3GMP A%
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E<hTFIY—5) -CPCOMEXEHFICE 9 R &l IXEF T/
ARETHT EEHORERTICT. REBORERTER | -EXKOTKEICEIFDAORERBHNLE EUB R TOATMP O R 55 (FEMA D o 5 5 5B A%
otx REBr-LT HERTEOHFAILE (F (FD&C Act. PHS Act) E (DIRECTIVE 2003/63/EC. REGULATION(EC)

4. BRFERR

Bk EBRBETRAD

+351 HCT/PIXFDAIZ &2 BE -ABEHB TR
5%.361HCT/PIL-FDA~NDEH . 8 &) RAME
12k B R 5E

726/2004, REGULATION(EC) 1394/2007)
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Z&IZEkY  PMDAIZK BB ERIAREHR-B Track. Accelerated Approval, Priority Review Conditional Marleting Authorization, Approval
EOREEZ(THIENTHE EOHELHZ under Exceptional CircumstancesDiEH Y

RADBEZEM | compassionate useFl EDFAFBEFEIN T | AA~TR—IERRELT. EELEATR -Compassionate Use

~NDTIER H. ARXGHEEL BENMGEVGEEREICREBEEADTY £ & 54 % (DIRECTIVE 2001/83/EC) . £&

# T REAHEIZT Dexpanded accessHl EdHY 7R—rE (REGULATION EC/726/2004) TR KR

(21CFR312 Subpart 1) RERMITIRF—L4
*ATMP% %t & &3 %Hospital Exemption
(REGULATION (EC) 1394/2007)
BEEAECR—ERNTORELER
sZOIFED, F 14 &R (REGULATION (EC)
507/2006)% &

AKEFEFTOT WERFTEOREEE(GVP)ERERT XA BlEAEMELRE [ (F1-PMS, PMC, PMR EERTEMFERESR (pharmacovigilance :

atex & (GPSP) 'L E Z0FERY REGULATION 1235/2010, DIRECTIVE 2010/84.

5. MR *HCT/PsICEH S EERCHE (FRH M REGULATION 520/2012)

*ATMPIZIE LS &Y (REGULATION (EC)
1394/2007)
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BT E = BMERRMNICH E (ERRTEKIS
FREEFEEN HAD

MEARA - AETVSAER. FE. REMEEX
NTHEE BEHIVLGENEOYEN. 2
B EMFNHETRIELTRETIERR. 1=
EL.ERBENT. EMABR X SREMEE
LEFMHIVFLEBECRLUEICHELLG
WER/NROBEE (EMEMBFES S DEE
NTOEMABE. %K. K. BEE)OHETS
HEEF.BRATD
RERARFISEMRKE (EER) ELTESRER
ARTHESND

4 X)X :Medicines and Healthcare products
Regulatory Agency (MHRA)

KAV :Paul Ehrlich Institut (PEI)
T35 X :Agence nationale de sécurité du
médicament et des produits de santé (ANSM)

EAER
BERESEREEEER (State Food and Drug
Administration: SFDA)

BRAEZERZRLT (Korea Food and Drug
Administration: KFDA)

MHRA (£ ¥1) )

+ 2R TH#900% (2011/2012)
PEI(RAY)
+£{KT7008 L £

ANSM (75> R)

+ 2K TH1,0004 (2011.123K)

SFDA
-EEE 1204 (20084)

KFDA
EEEHTH

REMFMARSGLPEN (ERKEEEEI0E.
R EHAREEAIE285F)

REMEAMMEICE T HIFERIRFHER (LSFDADHE
ETHHEMBE TEE (EFEEMEDI)

% B [EDirective 2001/20/ECEEFNFNAHIE .
A F1) X TIEMHRA, KAV TIXPEL, 75V R TIE
ANSMAYEZE - ZBETS

*SFDAD R AN DGCPER (X R B REE
FEIEEH)

CEBREMR - FIESMAE B R ER
B, BRI AT IS AR ICKIBRRBROR
- -MEEEERTETAEESEN
(ERFEMEKRGAEERZBM H14%)
CESEERETOBRKABREMmHE . BRRE
BRERENICEHITIRMEEEZFTETAIETES
WL (E 155, 215%)

CEEROBEKRARIISFOAD KR ZEE T, SFDA
DIEET DERIRRER R BRI THRIE (EE X H4
& EBEMTHRAERE)
-ERERERER (2 GCOP (AT B 51 R 3-2) & =P
(EERBTHRAFE2K)

MR UM ORER ., NI B Btissue
establishment[ & ERF LB OEKBHNBHE
EERCARESD)OREFIEEOXDHE
DREZDIBHE

BIZEAFYRTIE
CAREDHEEIMHRAD KR (BB EHH ) A
W (Medicines for Human Use (Clinical Trials)
Regulations 2004)

CEEFERREIHER B BTEIEATIY-F

EEZOWEFGMPOESFABLE (EGEEX
HEI%)
CGAREIIGMPE S M TGMPIZEHL TR E
(ERBREEREEIF)

CEESOMEIIKFDAD R ELHTANE (K
BEENE)
CERREREREIZOMP (EF AT RAIGI R 2R U
B F&3) ICAIY B i (EEAMTHRAE2E)
MR A RAICE T HGMPHARS 1Y

EEGORERFTICTEEHFTANLE (ER
EER)

EEGOUERTICIHEXHFALABEDH
AINBHE(FEBEEIFE)

SRR RAIOMEICKY RBFATRBICRER
AHIPRBREINSD, BREEHE-BREEM
B ldphase SO REZE M R & ICIRE T HEAVAT BE
(EPENEFEZORBHAT-EERE)

BEORBEEICLOHVNVEHHRERDBEEICH
TEREAY (ERBREERE)

AEBEORERY (EMENHAFORBH
A-BERE)

A X1 R TI£2001/83/EC#Specials&E L TEME.
Hospital Exemption® £

FORBOAREZEARICLETBRGRRESE
BIORERY (ERBEREEFEEISER)

«FH D& BIZEAL TlXKorea Orphan Drug Centerh’
READEEH AT

Treatment IND (& 27R—h &) [ Emergency Use
IND(B&EHEEE) DINDHIEFY

E-AVOTHMORE (ERBREEF L6
%) BIERADIRE (R685)

TRERSEEEBORE (EFEXHEIXDI)
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BX 4 (EU)

EERBICE "PMDAIZLDERER . EEMBOERKABKR~ | -FDAIZESType A(special protocol *EMAIZ & 3 Scientific Advice, 7 — 77V EHI
PHERGIES RRBICELFEFTORERBFESLHY assessmentZ ), B(pre-IND. pre-NDA%), C %9 %Protocol Assistance
CBAEERICEBRIDILDELTIE. LD (A, BLLSV) D48 3% il FE B OEEREICLYFI40075 M ~8005 M (74
RHRBEIRDITEFEBRER (AR, TH WL ER O—7y7 & ZDH48)
TET ARUFy—RIIH S SRR E[0% -ATMPIZBI S %483 365%E1 5| (SMEsTH1LI1E
BEE1HY) 90%E51)
ZOEM NRAEE. F—T7VEE. SMEs
ICLBBEHEDHY
ERREHE | #SsRBROLEFOT.ERERE KEERDOH64%NRBERRKRICMAL EUSEICHBTIERRIRFIE LG KED
% T.AMERREBEHE(SRE. SHRESTE. HENH D,
EFEES) HBHN—F DD EHI30%, FERIR
EIM1T% . A N\YBERERICERREA
DMABBERLTLS,
I A ] E AEMME (FERISESTHETME - TRERET, BB (RE., 20 RIREASRELE LM &L
EEFBHAENRE ., ZEEERBLLD) BRBEITI)
FREER CAABEERFER . BEERA/A—2307 | -NBHFLANLTORARIRESR Framework ProgrammelZ &% B B X 1B
FDXIERS F—ILOMYBHF "BEERDOEREZXETHIRBMEAKENE -ZEHEBRKEABROEE F

Ll




BRI % E ] BE
FE DS SFDA®MCenter for Drug EvaluationTpre-IND. CERTHERAIE (EEEREIBFD2, EHLLIL
*MHRAIZ & % Scientific Advice end-of-phase 2. pre-NDAZ D AH % % {1+, CDE 18%8)

#9305 ~60A M., MNERAEXETEN

Ky

-PEI®Innovation OfficelZ&k % Scientific Advice
#9265 ~2205 M (BRBEZETH)
IR

*ANSMIZ &Y Scientific Advice

CEEER. PNEELSESE ERD

MM ERET H7— A3 HY GERITEM)

CERRARIEL I —ICRHEM AR

1FR

National Health Servicefl| EIC& D&, RAIELT
ERY—EXE2ERICEMNTREIND

F1Y

LTOERK200F1 AN AMERREHLL
FREERRBEOVTANCMATIES.BR
DHIBIN A ERRIRICIMA

IR

BARLELUOERERER

202052 THOEREZAMERRBRTHN—T5
EREARE(AREREK) IZBHLTVS

HERBHECLIEREREK

XU B mE
FAY: & B
TISVRAEMIE

A B i

/3 TE {fi % (positive list system)

AFVR - BEERO—FIVT BERAR VLD
—oRE

KA*J:Regenerative Medicine Initiative Germany
IS5V R ER PR ER X & (GIP CeNGEPS)

BFICLPERBBEOEE

CBAFICKSERERL
MR R Rt A —IC LD R SRR DX E




FAEEROEE OB I U CIEBREE R (1S0) K USKEM BB S (ASTM
International) IZOWTHHE AT > 7=, IS0 IZIBWTIE, TC150 (AAFFHAPNHEERAF) . TC194
(M - R AR K OBs 0 A F I FEG) . TC198 (~ L2 7 7 8GO PR E) . TC210 (&
MAREONEEH L BET 2 R FEIE) 7 ENFEAERICERT S, FFIC TC150 Tk, Ak
TR 2R E LR ZEES (SCT Tissue—engineered medical products) NfFELE L.
HADNBEEZED T\ D,

F 72 ASTM TiZ. Committee FO4 on Medical and Surgical Materials and Devices @ H|Z
AR LR RS (TEMPs) PR DB Z B S 4% E L, M AEEBEM B E I EAM T 1k D vE
L& ED TV D,

FEAMEOHIEECBIE LT, KEROEMN (fF U A, ~vF— FAY) wEICEHE, FF
AEERBE A BUHIY RS 2 RICH e 7Y o a2 S LT,



F1E FAEOBE
1. FAEDBW
Rk 2 4 AR E /N 3SR IR A (BRI O PE SRR IS B 9 2 A AME O il BE EE i 2 B9 % i )

2. EXBM

INFETHERTE T > TRBORAKRIBENAIRRIC 2D LRSI N D HAERIT, BR
DREFIGESS, EREOHIEZ @ C - SREREOBBICKES HEETL50H2 6T, FEE
OBRND S, HAEEERIZKDIEEEZZ T 2 BEOHE KTV, 2030 FIZIXENTTS 2 2012
FEO 100 F L EoM 1 kHEcaEICIiRT I ERIAENTVD,

— . BOET iPS MREOEBEMTE L L TIEHAD Ny T E2FH - THDHH 0D, F4E
P B S N AL ST BUIECR SR E & e RE LS A BAEEEROFERL - EELIC
7B ANREE LTET N5, BAEERKORELRFEREEZX L oITiX, K
B FERE, BIOEERE E T, BERAEANEE L T B L XREZITH) 2L BN ETHD
b, EERGEITRLDIHAEROKEEEZR S X -8H c EHOH Y FIZ oW THRF
DHLETHD,

T D=, KPFHETIL, lmﬂmﬁézﬁﬁﬁmimm“@ﬁ%% AEIZB T D HAERE
%@ LOFREEIEE O « AR, ARETOS R, CPC GHIZIN T k) 2o HE i
_ﬁﬁéﬁ%“_owf\%@-w&@ﬁ%ﬁoo

3. EXABRRUREAEGE

(1) HEAR

© ENA O A R R 00 52 AL A O IR

- BARRMGSOBA, KE, KN, #E, oMo EICB T 5 AR L OB R R
—HA, KE, BN, #E, cOmOETERICAB S THD, HLWVIFREEERTOHFAERE
R LT, AR TV O DMl ofE (AR - 3. BaofE (BE.
WOE . B REREN (BEEAKE, F RE%) . FRAEENEHEYT S,

EREOAGRRE K OB PR IZ O T, BEBRRIERTEICE T 2 Fie & 128 L 72 HifH
—ZNZENOBAERBRMLICOWT, 1RBRHEE. 1BBRFAM, BRI T, ROEIR7EKEE G
BUOGE AR e AGE . ERRBRE M 2N 2 SN2 B &2, AlRe R CHAET 5.

- FEOFAERFICET 2 ERFE ORI

—>F L LU THAEREREY — Y AL TEMPEFRITAL L TEMRL TWDEAEER - MIIEEIC
BL T, ENADERFEBEEFFICOVWTHELITO & &b, KRG HAEERRL
WEALTH, ZOX I RIEWRPBPLRVNE I DEET D,



@ ERNS O A R B 0 7K GE A A B

HA, KE, BN, @&E, CotmaEICBT 2 TOHBIZOWTOREROSHT 2179,
- ARG O U BE OB (EARR)

ARETOT R (EEMHRERESG TR0V LNTT5,)

- SIS E (ZBE 9 S i (CPC GRRARIN Thaak) oz & Te,)

< ARIBEREIC X D MERBIE IOV T (BIENAE. TR

- HHIY R oFARE (FEES O, FME, ERGIEOREE)

- SERRPE S O SRR

@ FFAR I BEE 3 D A HE(L oD Bl h) F A
FAERBEOEEITIT, BAEERICHW D MLOEE (R - 5538 - (R7FE202 5, Mlao#/E
Urfb-HEsk) . ®ANL, B&5ICED, MRAEEERMIEEND E TOML R TR TS

L INLEAMCEAL T, Mlaozett, SmE, HREAHRT 572010, 26 DFEDEE
DR ROBND, T2 b OBEICHEA T 28, M Thigk (CPC) 72 &/ — Rl T
DIEFE S BAEEROEEMICBWTEHERER L 2> T D, £ODIZ, ERROBARE

T BT A ERE L IC W CERNA OB 2 TR T S,

(2) ZEhid5ik

FAERMSICET 2HEIHE, AR ETCoOTme R 2 ZNICET DL - il - 158t - 7
A RTAIPBEFZICEL DD L HIZ, THICHET 5B & OB, &R ILE 2
B D, & OICHET L FERCEEROFAEERR ST 2R MR ONTHEZIT O,
IR DEEIE, XER, A > Z—x v FEORBEHR & OES O R YN, FAEERBERD
FREOCEERPCOET ) ZHEICI VINET 5, KEL, BN, @EIC OV TITB R
HaEfT 5,



F£28 ERNOBEEEREHSOEALFORK
F18H BEEEERKOSE - #FHCH T H5RKBRERVEARIKR
FAEREMGLZRB L TVWAIRELEE=2— A, WMXENPONEL, YEEEDOT LR
JU—Z, BARASALTITA4 D0 2T R=U DL EMASEOHREZRFE L, S HIKEE
ol & L7z 197 20 [F L 126, 520 DL _E O ER R USR5 i 2 I &k L 72 K[E National Institutes of
Health O #fit4 55— % X — = ClinicalTrials. gov', BN % F.0s & L7218, 016 LA o>
i PR BB 1 ) & I $k L 72 BKJN European Medicines Agency D#gfiid9- 575 — &% X — 2 EU
Clinical Trials Register?2H %, VBBROD 7 = — X BHAAREHISE | LB F @2 L CHli
FELTe, ZTZ2TWH THAERERFKRS ) &1, b hofila - Bz B0 THEREARR L o7/l
R RoRE A & P AR D VR LA D1E D> 3 A ORI S Wik 7e & o & & o fiha 2 v 7o 85
i,

1. BAERAGOESE - IS T2 RBRRERVARRKREOBME

BRSO E - HIRIZ B 2 &RRELOHERROME L, Bl THoHE -
HS B D WVITIRBRT O TV D E - Ml T2 & 2-1 ICX LTz, ERFICON TR 2-1
RIS R L, 70, BRI L > TR, BFOBEBHES N TV RVLEDOLH ST, &
T AN VICRBOBH ST HE L, TP TNH b0 L LTRY EiFT,

Fo-1 FAEFEMSOLE - ki) 5 B R ORI (2013, 02. 06 %)

B & KE BN B2E ZDfih a5t
phase 1 0 24 8 9 5 46
phase 1/2 2 23 20 15 14 74
phase 2 1 40 14 4 16 75
phase 2/3 1 3 2 1 0 7
phase 3 0 20 13 4 12 49
INEE 4 110 57 33 47 251
L 2 11 14 18 3 48
&t 6 121 7 51 50 299

Phase : ¥47#% @ phase OEKRRBROBENBEICAR I N TV D, HiL O phase DK 2 BLET 2> T
5. HDHWIHEFLD phase DEFRBEBRIIEEIZHKE T LTV A 03RO MO RRER OB 23R ST
WL o EE T,

b FE - RGBT A EFARINHEERBL CWA M0z H L EES - ERESZETIEN,

KENC RS D Humanitarian Device Exemption ffill B2 X A & FRHEL L ;minimally manipulated >-2 homologous
use FHCHEHFARTIHASHMY X MaHoxtgili (361HCT/Ps) THLHARZMBBMHA 2R b0 LE
o, ABHGLTH-TH, HHM N2 7 BEEBRA LT, FEEMNICB W CTH B A ) 8 A RTICA E I
THAREINTEZRLLEATWDS, BETIEHEBEL TRV H 55, @ EICHSW T, phase 3 %
1772 71C phase 2 DRFETHEFA 25T, £D%, phase 3 272> TW5 GIELTWVWS) 0L E
Te,

MR AR TIN50 MENEBE SN TEBY, KETILHE, BINT 14 & H, #ET 18 M
H., BRIZ2MBE EREL BNE Lo TWD, EERREATS TR 2R T 251 23320 S v
TEY, 0 BRETIT 2O TND L ORKYS (44%) 25D TWD, BINAK 23%,
REE[E] 3 13% TE VISR &, H AL 1%58 CT3SE 23 720>, Phase 5l Cld phase 1~2 237 78%
ZEDTWD N, phase 3 B 20%5 5, TR T TnWDd [Zoft) OFEE LTI, &

1 http://www.clinicaltrials. gov/

2 https://www.clinicaltrialsregister. eu/



F& (3. 4K (0, 4 AT (101F), A—ANT U T THRERD D,

A3 FEBALA - phase BIDFfiE 2 2% L | ERALHI TILIES & - & b2 < F - #F
R, S A, LB Z ISR TV D,

3 2-2 @ HEACR] - phase BIEGRBHZE IR (2013, 02. 06 i)

D | B B-HE | BA meE RE & R FFF B DM | &5t
phase 1 13 10 1 3 6 1 4 1 0 7 46
phase 1/2 16 8 9 5 9 4 6 7 3 7 74
phase 2 16 5 10 11 6 7 1 1 5 13 75
phase 2/3 1 1 0 1 0 1 3 0 0 0 7
phase 3 4 1 6 5 3 9 6 1 3 11 49
&5t 50 25 26 25 24 22 20 10 11 38 251

Phase : 23% ® phase D RERABR DB ELIZAKR STV D, Hi%D phase DEFRFRER 4 BIEIT /2 > TV
L, HDWITLEILD phase DEFIREBRITBLICHK T L TV 2D 03RO BB DOBRKRBR OGRS LTV
Wb D EEL,

F7ZEEEH -« phase Bl « ML OMEER] T, A TIEAMEMEROR M 23 B Zild 4 L -
TRY ., FIKE L 2O TS OFIH 2% o 72,

2 2-3 MM oFERER - EH - phase BIEEKBIFIRG (2013, 02. 06 B )

= KE B EE ZDih &t
EEIRRLES HX |Mx | BRX | ¥ EESRERLES EESRERLES EESRERLES
Phase 1 0 0 11 13 4 4 3 6 3 1 21 24
Phase 1/2 2 0 5 19 13 7 10 5 7 7 37 38
phase 2 1 0 17 23 8 6 4 0 3 11 33 40
phase 2/3 0 1 3 0 1 1 1 0 0 0 5 2
phase 3 0 0 7 13 10 3 4 0 2 10 23 26
&5t 3 1 43 68 36 21 22 1 15 29 119 130

Phase : ¥4#% ® phase D FRABR O BB NEEICAR I N TS, M D phase DIGEKRRAR 2 BAEIT /2> TV
5. HDHWITYFED phase DEFKRHBRIZEEICKE T L TW AR RDOEMEOEKRBROBBAHER IN TV
Wb D EE T,

2. BEEARHGOZE - #hEFHICH T HRBKRER VEFEKRTOFH
(1) FAEERIEGOSE - #2105 &G DL O FEH
FAERSLO AR, KE, BN, @E, 2omoEICs T2 EfRREUTICE LD D,

#2-4 FAERERMLOLE - o) 5 Edikid (2013, 02. 06 B )

£ TESR mREE |Had *REE SiE/RE | BiE
& 5D

=N SyRv-Tay | BAR Syvy REAEICHTE5ME | 2012578 | 7TOaS—4UERBLELTHEBEL-BRE
e 2%t HEERBAEXIE EHEMA,

PV BEBTIEBERE (&
(J-TEC) HEREEEERQ

I R BREEDI=HDOE | 2007510 BREEXRK.
REEI’ERTESE | A
WEELLEEREG
T.HD. ZIgHEFEL
LTHFEETERE
AIRUVMERGA D
A EESKRERE
FED3I0%L L DG

*E Dendreon XE PROVENGE E|ERMERIEAEIKD | 2010548 BR#HKMEEDIFY  BLAKER.
Corporation HEYZVERBME. T
JLED TG R I AR
A
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il XL FiEE EITE MRER HiE/RE | BB
E R
KE Fibrocell KE LAVIV BADESNMED | 2011568 | BRIRMHESFMAL. BLAKF . Isolagen
= Science, Inc. (azficel-T) B DR Technologies(20094F [ZFibrocell SciencelZ#t
2 2= 8 )Hsolagen TherapyE L THKETIE
1995.12~1999.02F T, FDADHRFE & EBLLIC
BR5E L TUL =, FDAD Rl S & 1ZB8 9" BIND
B BLARZRFNES TH18. 1999F
IZBRFEG AL, BR6H T2003F KYER KRR ERZE 1T
2>f=,
Forticell KE OrGCel REBEERRK 2001487 | —EMBAEEC.EMRREMBE(ERYTS
Bioscience, BE. KIEDKRER F/HABSLVERGRHFM) E. 2471
Inc. WETELDEIE D aS—HFURRUTIHEEE, FLOAVMIC
., 2001 ICFDAN ERBERRELTRA,
Genzyme K= Epicel LEEREBEOI0%L | 2007410 KEBERBIEN . HDEDBEILEZ T TRFER
Biosurgery tOEBHHNEE A % (HDE# 990002) , 19884 & Ybanked human
BRERG tissueE L TERFEL TL =AY, 19964E [CFDADY
AR ELTT=8 ., 19994 CBRFE KRB
o
Carticel DBIOBEEHEZOM | 1997488 | BEBRKEMETHAIENSZENSFDAD
DFMICKBEET HEDRHRESNT1995ENSIRFTINTLY
TEEGEERL f-h. R . FDAIXBRFERBILETHLL
~BEICBITLHAMN DRFEET LIz, Biologics &R,
X(FREEDMEIZ
K HKRERER(PE. A
. EE)DHEESG
NuVasive, Inc. | KE Osteocel Plus BIER thREERGMA BAEHEREECEHE
R+ MRS < R 2 R, Osiris Therapeutics
MEAFE . NuVasive[ZE Z5EH], 361HCT/PT
HY  WEEXEFEZHRRUVEREROH (BLA
ABORZTIFEL),
Organogenesis | *X[E GINTUIT R O #4188 P fE 20124E38 | U aS—4HUhITHMREBESSF /YA
Inc. FARBEBOFMTT | FDAKER 4 S HRE . Biologics A& R,
E-MEDRIGK
Apligraf BETRES. ¥R | 1998F58 | MRENMSF/ /- FHBRETD2E
R TERES (BRTR | O—b ERBHBELTRERTER
EE).
200046 B
(¥EFR R 1%
TERES)
Osiris XE Grafix RlGAam RN TR IR+ EERBM. R
Therapeutics, S, LEMBCEERTF  EHE,
Inc. 361HCT/PTHY . WEXEERRUHRKE
FRDH (BLARER DR R TIEAELY),
Shire F7AIZ | TransCyte s 1997431 ErEHFHRBRE RS —, IHAdvanced
Regenerative 2N Biohealing IncD&! &, o) aVRY v —RIZ#
Medicine, Inc. SEE-. ERBEHHESME. BEXRD
S—HrTa—TFa4oYLizFMA AV a L
1T RN EIC KV MR O RBHE M (T
KIEBM. 2Lz b O R BETE R F hV i
e, REITIIERBBFLLTER.
Dermagraft® HERFETRES 2001498 | MREMRMSFMAIEHF S —. IHAdvanced
Biohealing IncD & & . K ETY S RIIE R H
FJDAKER,
BRI Altrika Ltd. AFJR | Myskin KiG . BHEAIE BEERTSF/ YA AXFIVR EMDFE
EICEDE ZTOEEOTTCHEAT A TH
#a,
Cryoskin Kig . BHERIE BRERDIEMRTSF /S Ak, 20111112
MHRALYEUELSM T I 2F AT G, E
BiDFEFCEIE. ZOEXOTTHERTS
s THEER
Anika KE HYALOGRAFT | UE-BE#HEBEORX 19994 HYAFFRH74+—ILRICHEA B RKBMAL.
Therapeutics, C AUTOGRAFT | # 2009.120Fidia Advanced Biopolymers® E 4%
Inc. ICEYAF . 427 THRE,
Arthro Kinetics | &7/—Xk | CaReS owE 2002410 BREBHNELEAS—SUIRN)VIR ALY
Biotechnology 7 BRAYT Fraunhofer IGBD # i7 ,
GmbH AR
BioTissue e Bioseed-C wE 2001412 BRIRTEE 4K . German Medicines
Technologies, A7 ActD T TEERTIEEL, HEHFTDH TR
Inc. SEAIBE.2001F 128 LYKV THRSERSA,
BioSeed—Oral WO 2001411 BREEBHEH . German Medicines ActD T
Bone A7 TEERTIEAGL HEHFTDHTHRFEA

BE. 200111 A &Y, FAY TR,
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L XL FEE By MRER HiE/RE | BB

3] AR

B N Cell Matrix AB | 2z — [ Hycel RRESHRERE BREEMEB. BE/OERL-REHEAE
= T BBSETREIIRY.,

Co.don KA1y Chondrotranspl 0E 19974 BRIEEEHE . German Medicines ActD F T
ant EERTEAE WEHFATDAHTHRFEAEE,
chondrosphere ATMPIRAIDE A [T LY, EMAND KRR EE

ML E?1997F . FAYTHRERR,
co.don SHERIE BEREFMAE,
osteotransplant
DENT

Co.donfit & co.don HRERAIL=T BRMMREE &EHR,
chondrotranspl
ant DISC

Educell. d.o.o RAAARZ | UroArt vesicoureteral reflux BEOMBANSE>IZRATH—ILFEBRE

7 BERBE R B RIRER BRI FR &,
ChondroArt BEHREESTOK 19994 2 BREERE.
BEBEE

Euroderm Fav EpiDex THRRES. BERE BRNERMMAIAER LR, 2001 F (LR A

GmbH B YERALR TR,

TiGenix ANJL¥ | ChondroCelect | XFREEDBIHIEE 20094E10 BR&EF M, BN TATMPELTHER ., AL

- BE AATMPE | ¥— ASVH NIEITLY R4V KE,
il T4 TR ARSA VTR,
®7E Anterogen Co., | B&[E Cupistem IO—UfFEDEE 20124E18 BREHES B FEEME. 2008.10.15(Z
Ltd. KFDAL YA —DJ7 6.
Adipocel Bli5 20074 EEIE L
Queencell Bl 20105 BREHME,
Cha Bio & BE Hyalograft 3D HREERES EES L £l
Diostech Autostem K TFRER R B BRIEMEASAEHER.
AR
LSK Autograft Hig BRT7SF/ 1Ak,
Innocell BE Immuncell-LC RN A 2007484 SEMIEBRTY /K, phase 20 R THRER
% . phase 3Z#E .
JW CreaGene | 8 [E CreaVax-RCC BT A TSR | 20074 BRE KM phase2 DB THRBK.
Inj. BHEEHBENAA phase 3%,

Medipost Co B2E CARTISTEM SMEME. FIEEMR 2012418 thEREMESMBAREERBMAE.

Ltd. HOERHEREEHE

Modern Cell & | E&[E Keraheal 2ig 20064 BR7SF/ 91k,

Tissue

Technologies,

Inc.

NK Bio g2E Inno-Rak I/ B B 20074 EMIAEBRY /K, L, phase 3E .
Inno-Rak IPZAY: 20074 EMAEB RN, EH%. phase 3£,

Pharmicell Co., | & E Hearticellgram- | 2 IDHEE 2011478 BEXEHEERERSHEE,

Ltd. AMI (Acute Myocardial

Infarction, AMI)

S.Biomedics, HE Cureskin WINZES 20105 BRGMFMAE,

Co., Ltd.

Sewon ®E Chondron 0nE 200141H BRESEHE,

Cellontech Ossron B 20094 8H BEREHAREFMi. LS ILEEY.

Tego Science ®E Holoderm NEEERIEEE 2002412 BREELRE,

Inc. A
Kaloderm EIERE. 20054F3A | HRBEFLRK,

HERIR MR ES (E_E#H

%)

2010468

(¢ 173:3:53

A

Z Dt | Osiris XE Prochymal AMBERNEE —a—o— | thREEREME,

Therapeutics, §% (Acute GVHD) Sk (2012
Inc. F68)

hr4

(201245

A)
Organogenesis | X E Apligraf HERFETRES YOUT7I | MREMSF/ YA B FHREED2E
Inc. % E7 (2010 o=k,

F9A)

Shire T7AIWZ | Dermagraft HERFMETRES hrs thEREMREF MR EHE S —F. IHAdvanced

Regenerative 2N (201248 Biohealing IncD & & .

Medicine, Inc. A)

B AE - IR T A EFRGE I NBERE L CW AR ZFH LB - ERES LR TIE0,
KIENZEB T 5 Humanitarian Device Exemption il 12 X 2 A& ZRHEL S . minimally manipulated />-2 homologous
use HCTHEHFARTIHASHMEY X MaHoxtgili (361HCT/Ps) THLHARZM@BBMHA 2R b0 LE
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te, AR TH > TH, WML 7 BEIEERA Lo, F 72BN 300 T o 8 4 il B2 8 AR 45 [E1S
TARBINTZHEBEATVD 2O, BETITMREBEL T ARWREbHVES, #EIZH VT, phase 3 &
1772912 phase 2 DR TR HFF I 2T, T DK, phase 3 2172 ->TWV2S GHELTWD) bObLHE
a‘:fo

(2) HAEERKYGORE - M2 1T 5 IR IO FEH
ARG O [E - M2 31T 2 PSR O FEl 2 B R A RN HR B U7,
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# 2-5 F/EEW - MREELN 0K E - Mk 2 BRI (2013, 02. 06 K 5D

TEA FEE | MlaniEfiESE SREB EEEREAER | 7z—X | INDGAER) | phase 1 or phase 3 phase 3 RE/BRFEER | BE
EhEE B phase 1/2f | Btk #®T R
L]
Aastrom *E EES= =B 3 YRR B0y *E phase 2a Phase 2: IMPACT-DCM trial, Phase 2 58 T, 2011498 . 12548 74+0
Biosciences, R Vascular AR IE T 20084 9H —T7VTDEREFRR, B O AFE (ICM) PR FETRE
Inc. Repairs Cells (#2871 2012 IDARIE (IDC) DB F A0 (TEHREREE, 2012F58 . SARHAR
(HE% £ 28) DSCAIt Y av THRERFE R, ClinicalTrials.gov
Ixmyelocel-T) Identifier :NCT00765518
BREMEES | HERD KE phase 2a Phase 2: AT—TILVERVTHREZERSE, BEERIIHLTL. 201141
#lAaVascular End ®T 20094F 127 ADBBTHERERED, 2012858 | SRAHRDSCAIEZYY
Repairs Cells (#&T 2012 IV THE R R, ClinicalTrials.gov Identifier: NCT01020968
(B a% F2R8)
Ixmyelocel-T)
BREMAXS | EmE XE phase 2b Phase 2: IXCELL-DCM, HE&Z ™, ClinicalTrials.gov Identifier:
#MAaVascular REDE 20124108 NCT01670981
Repairs Cells SiE (BTFE
(HE% 20154E98)
Ixmyelocel-T)
BRBHAXR | EEKRE KE phase 3 Phase 2: 20124 2 EERMED (CLD BHEIZXH TS Ixmyelocel-T ABRDRE
#EBaVascular Efn 20074 4R | A (8T MBS (REVIVE) RESTORE-CLI trial ZKETEME, &
Repairs Cells (&TFE ¥ E EBE&ED, 201285 A KD EEMNZEER, ClinicalTrials.gov
(A% 20114 3 20154 3 Identifier: NCT01483898. 20124£4 § . RESTORE-CLI Phase
Ixmyelocel-T) A) A) 2b ¥ T —A%Molecular Therapyis TH XK,
Aduro *E BiEA A MR [ g DY A RE phase 2 phase 2: GVAX TIFUIE. REFRBES A LA/ BFREk<IOT7
BioTech, (8 &%& GVAX) 20114E9R —oan=—RHMEF (GM-CSF) £ T B X IITEEFIRIE
Inc. (#TFE SINFAAME T, MEROE(ICKY D RIETEAEICL-H
(BioSante 2014410 BT YF>, GVAX Pancreas (B FIGVAX) #CRS-207
Pharmaceuti A) ($5F| L LBz F R ELListeria monocytogenes) Z R 5,
cals, Inc. ) 2013F 2 DR T, BEFEERFIBRICHERTL. Ei,
ClinicalTrials.gov Identifier: NCT01417000, 2013&2H4H.
Aduro BioTech, Inc.[&. BioSante Pharmaceuticals, Inc./ 5 ®D
FTRTDGVAXEENERERK.
Advanced KE R ERESHIRD 2RA—=HIL | 1FYR phase 2009411 | Phase 1/2: 2009411 B IZFDAIZINDER 3%, 20104E 3 B IZFDALYOrphan
Cell HEMERRL | FEREHX 1/2 HAFDAIZ 20114 11 Drug Status¥§ 3. 11 A [CFDADINDZEKER, 2011 5E3 AEMAKY
Technology, ;%] iR A (8T% Orphan Drug Statusi§®E,2011FE9IR . AFYRDEFEE
Inc. MA09-hRPE E 20144 & T (MHRA) M 5Phase 12D RR, BEERH . REH
48) CRRMETME. AMEIURRAUNEEE, 2012518 . &)
DEELARE2012F 1 A#ER%EThe LancetZREEICK K,
AaYhZUKR®D Aberdeen Royal InfirmaryH iR EREMMETREL
TSM. 201257  2NE DEEZEARE, 201287 AI11F. 10
ABDEEEAR (RYDEFIR—), ClinicalTrials.gov
Identifier: NCT01469832
fth R EESHIRR AA—HIL XE phase Phase 1/2: 2012528 . SABEDEEZEARE, SBHITWills Eye Instituteh’
HERERRL FEREN 1/2 20114 4A8 HEREREMEHZRELTS N, 2012458 . Massachusetts Eye and
BmAa (BTFE Ear HEABREMMEHREL TS M, 2012 7TARE. BESE
MAO09-hRPE 20134 9 P HETREDR 2 EBBIME DT, ClinicalTrials.gov

A)

Identifier: NCT01345006
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TEL FEE | MEDEHRF HNRES ERERKER [ I=—X | INDGAER) | phase 1 or phase 3 phase 3 WiE/RFER | BE
EiEE B phase 1/2f | Btk #®T R
L)
Advanced *E fh R EESHIRR EHERm *E phase Phase 1/2: 2012548 . 2AB.3ANBDEEZAE 2012658 RE. &
Cell HERMBERRL | HHEER 1/2 20114E4R HERE P, Dry AMD BEICHTIMIETIREDRLMLER
Technology, KRS T fE (BTFE A, ClinicalTrials.gov Identifier: NCT01344993, 20124789
Inc.fE & MA09-hRPE 2013%7H) B. TR eERZEERIRRORITENA,
AlloCure KE thERBRHEHEES | AHERE KE phase 2 | 2008488 | Phase 2: BHEkRS S LEEMREAN-AMEREAR. 20084
Inc. sHMeaEfR = (#TFE | 20125 6A° phase1Z B34, 2010.06[CEED T+ O—TyT&# T, 20114
AC607 201310 | (BRTFE NA . REUEDEDTFHFMERBROT 22 REBRBFR
A) 20164 1 TH K., 201246 A I1"Phase 2% 1A (ACT—AKD . EEHE
A) $1, 201251 B FDAKYT I7 RS 1 (B A BEES
E)EE,
Amorcyte *E EEX =B E] STER D *E phase 2 20064 3 Phase 2: phase 1132006.06 ~Emory UniversitylZM THIA, 2012478
Inc. RCD34+ifilE | BIlEE A 20114E12H BAE.BEBEEBRICRTLTEY. 740—TvTH, 20115
(AMR-001) (RTFE 128 . phase 2 (PreSERVE-AMI) i ERZ %A, 201251 A&
20154 12 MOEEZR. 2012FTARE. EEHED,
B) #T% ClinicalTrials.gov Identifier: NCT01495364
E 20134
38)
Anterogen ®E bR EEERE A ya—2k B®E phase 1 Phase 1: IO0—UREOEARERAMREFASB MBS MHE
Co., Ltd. 8RB AE DE 2011498 N EEET @ 3 BRphase 1, ClinicalTrials.gov Identifier:
ALLO-ASC (RTFE NCT01440699,
2012%12
A)
BRIEERAMA | EHIIM BE phase 2 Phase 2: EHRIMEAREARAORERBHEBHREEE.
e ke AR BERETL 20114E1H ANTG-ASCOR £ M L5 REFTE 3 BR | phase 2
ANTG-ASC (&TFE (ANTG-ASC-210), ClinicalTrials.gov Identifier:
2012412 NCTO01314092, &5I1ZBHFAE(ANTG-ASC-211)£20104 98
A) BASA. 201352 A # T F % (ClinicalTrials.gov Identifier:
NCT01623453,
Argos KE B Rk FIBETEIR KE Phase 1 Phase 1: Phase 1(£20094 7R ICRAASh, 2011F12A5ET .
Therapeutic AGS-009 & (SLE) BT 2009478 ClinicalTrials.gov Identifier: NCT00960362,
s (#7 2011
F128)
BRE KM BBEN *E Phase 3 2012/11/1 | ¥%F BRERMRNA B4E 201211 BRI, BEZHEH, F
AGS-003 ey 2015412 EEHZBEY 4505, NARIERE, ClinicalTrials.gov
A Identifier: NCT01582672,
B R i HIV KE Phase 2 Phase 2: BRHERMABICEENOHIV-RNAZE AT S0 EEREL. &5
AGS-004 2010478 P, TEEBRBEEH 424, ClinicalTrials.gov Identifier:
(RTFE NCT01069809,
20144 4R)
Arteriocyte, | KE BREHHES EERE XE phase 1 Phase 1: K[E Ohio State University Medical Center T, 2011568 M
Inc. R i& M i EEM. KA 201144R BT, EESBE D, ClinicalTrials.gov Identifier:
Magellan® mERE (RTFE NCT01386216

201345 8A)




TEA FEE | MEDEHRF HNRES EEEREAER | 7z—X | INDGAER) | phase 1 or phase 3 phase 3 WiE/RFER | BE
EikE & phase 1/2F | BiA ®’r REEE
L]
Arteriocyte, *EH BEXREHEEE i X EE phase 1 2012448 20124E4 8 . Magellan MAROT™ B fifICKYSARLI-BREH
Inc.#tE Mo 2 #A ke 53 FDAZK R R MR E AU - X EE R BB Dphase 1RMEEFDAA
Magellan® (muscle-c A, IDEQHLEENE,
ompartmen
t
syndrome)
BEREHBEEXK | BHEEE XE phase 1 Phase 1: K [E. Ohio Case Western Reserve University CEESh .
AEMEMACIZ3 | ARBIZESE ®T 20065 18 phase 1 [£2008F6 R I T, BEDFREIYACISMRES
(ACY001) (#%2 T 2008 L. BRBARICIRETHHEDOMEE. REMEFTE.
F 68) ClinicalTrials.gov Identifier: NCT00365326
Athersys, KE MREEERA | LEEHE KE phase 1 Phase 1: 20074118 IZFDALYIND DK SR HN . open label,
Inc. BT BR #0 Ao [ERERCY: ®BT 20084 7H multi-center dose escalation trial i R MultiStemD T 21 &
MultiStem® BHIOF (#%7 2011 RAFERAEFXEE/EHERSTEAMANK. B MY
BEBHEX £118) Bifs. &8RN EE TEE T E. 2008.07/K. 20115
1 11B#8 T, ClinicalTrials.gov Identifier: NCT00677859, 20124
48 . RPhaseDARERIZDWTFDALITHA DY,
RLEEHERA SN EA8Y:) XE phase 1 Phase 1: 2006 £E [ZAngiotech Pharmaceuticals, Inc.EBIRIZHETE
AT ER# AE BE ®T 20084 5H &, . 2007412 A [CFDA& Yphase 1ERFRELER BASE D AR EY
MultiStem® (#7T 2012 5. 200855 A BAR, 201052 A ICEEZRIE T . 2010.47
| £ 2A8) A.20105F9R 124N ATAR—T7vT DR REEHTHERK,
— 2011511, phase 1B DIERER K 20125 2AK T,
(o)} ClinicalTrials.gov Identifier: NCT00677222
| RLEEERA R I T4 A XE phase 2 Phase 2: 201FE10AKYEESE D, RABHMAE MultiStem ORE
AT SR # ha BE 2011410R HEENBEETE . 25 NFT DR TEEIOADEREBET,
MultiStem® (&TFE ClinicalTrials.gov Identifier: NCT01436487, 2012481 | K
2014411 University Hospitals Case Medical Center CE i BitA
A)
=R ZEEMER A REME K *E phase 2 Phase 2: 2009.12[ZPfizer LB 5 TR . 2010.111ZPfizerhSphase 2B 1A
B ER 4 A8 k& 201142R8 DEBEEF. 2013.02[2#8 T FE, 20126 ARET. BE
MultiStem®(PF- (BTFE S &, ClinicalTrials.gov Identifier: NCT01240915
05285401) 2013512
A)
Azellon Ltd. | /¥R | BRIZEHME | BREAR AXYR phase phase 1/2: 20074E [ZUniversity of BristolMSAE Y 7o kL1=Azellon Ltd.
Cell Bandage niEE 1/2a 201248A AL ERE AR DIEEAHRIZCell Bandage & 1 SERER S BR .
phase 1/2MF1R%E8AIZF K, BristoldSouthmead Hospital
TR, FAURMORBRE BEZX. E.18~45%D
BELL.20BFEFEICEFHABRERZEONIRAH,
Baxter KE BRCD34+R A | BHDH KE.HF | phase 3 phase 2: 20124 4 20164F BRCDIH+HABMBOLHARES ORREET £ M,
Healthcare EriffAa En. A | ¥ 20064 38 | A 6A (BT 20126 6 A IRE. KE4SEREAFTF 1B CTHEBHEP,
Corp. (ACT34-CMI) DI ($#27T7 2009 FE) ClinicalTrials.gov Identifier: NCT01508910
I . 7 Eh AR £ 3A8)
MR E
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TEA FEE | MlaniEfiESE HNRES EEEREAER | 7z—X | INDGAER) | phase 1 or phase 3 phase 3 WiE/RFER | BE
EhEE B phase 1/2f | Btk #®T R
L]
Binex ®E FEHEBRYY Bz ®E phase Phase 1/2: ClinicalTrials.gov Identifier: NCT00854854, ¥4k F~BH, 2007
IR (TK#RRR) 172 200915 117 Binex&MaxCyte i, NADREREDHRMEER
(BTFE o
20104%7H)
4K M AR A GE L& BE phase 1
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f@Prochymal™ i B #®T 200844 A &, ClinicalTrials.gov Identifier: NCT00683722,
(#2871 2010
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HMREEREM | y0—2F | KE.HTF | phase 3 2007458 | BTFE Placebol M ¥t BBFXER . 201245 A DB s T, BE E R (270
BaProchymal™ . A—R 2014412 %), 20064 IZFDAKLYFast Track designation Z¥#15, PFEE
cSUTH A NoEEDI/A—VHEBERRIC. ERFEENOEBRIRNE
— X3 EDZREMENBESTMSIER  ClinicalTrials.gov Identifier:
F.=a— NCT00482092,
T—5UF
hEREERER | yA—F KE. A phase 3 201098 | #TFE 20125 DR RT. BEERD, FEENSEEDI/O—
BaProchymal™ (Crohn’s — X3 2013468 JREE T, LIBTIZRemestemcel-L FEABEZ(H-E& Xt
disease) 7.=a— (—R#ET %12, PROCHYMAL® (Remestemcel-L) &5 DX £ M EMHEE
-5k FE T X ER . ClinicalTrials.gov Identifier: NCT01233960,
2012412
A)
MREERSHE | FRICP KE. A phase 3 Phase 3: 2010454 FHRICEH A -AUBEARBEEREETILFIRTA
BaProchymal™ reant-2 | —Xk51 ®’T 20074 9A ARZH A LI=Prochymal™& 5 Dxhae LR & MM, SHERKR
HERHE A T hTE T .. 2007410 B IZFDALYphase III pivot g B 5 Bk 0 B 44 &
EE R FRER#. 20074 12 A [CFDAK YFast Track designation %

15, ClinicalTrials.gov Identifier: NCT00562497,




_178_

TEA FEE | MEDEHRF HNRES EEEREAER | 7z—X | INDGAER) | phase 1 or phase 3 phase 3 WiE/RFER | BE
EhEE B phase 1/2f | Btk #®T R
L)
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Therapeutic FProchymal™ FIEER A A—X | T 2006428 200647 5. 2005128 IZFDAKY . 200741 A EMEA LY Orphan Drug
s, Inc.fmE T HE A N4 (#2712008 A IEEES. 2009F 1 A [ZA A ¥t & IZexpanded access program
FoREE R F9R) K ER. 200945 1 A ICFDA&pre-Biologics License New Drug
Submission (NDS)D#AF ML TL. ELBEEICHIT,
ClinicalTrials.gov Identifier: NCT00366145,
RMERBM | v0—>%F | KE.HF | phase 3 20074610 | 20094 7H Placebo& M x} FREAER . B & Bk (884). 2009F7A#K T,
BaProchymal™ 5 ®T A 20064 IZFDAKL YFast Track designation &, ABERIGHE
DHFEENMNEEDI/O—VFEEEFRIC. #IRABZEDOR
2 ESREFEMELER, ClinicalTrials.gov Identifier:
NCT00543374,
Pharmicell gE BRBHMEERE | BHEEHR 4ES| phase phase 20074 [Zphase 2/3 INDFE R, 2011 F 11 A RERKITH.
Co Ltd. =gl B 2/3 2/3:2008 ClinicalTrials.gov Identifier:NCT01676441
Cerecellgram-spi F8H (#&
ne TFE:
2014512
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BREHAEME | 2% 0H BE phase 3 20124128 Long-term Efficacy and Safety®#& i
EREM BE BT E ClinicalTrials.gov Identifier:NCT01652209
Hearticellgram—-A 2014518
MI BTFE
BREMAKM | SM%EM EE phase 3 2016.02% 20011 B RAERKATH,
ERpMME T bR E NCTO01716481
MSC1.
Cerecellgram—str
oke
BREMEEM | 7Ia— | BE phase 3 2012478
EREMA HRFEE ET.® (KFDA)
Livercellgram b ]
AR
i
Pluristem ARSI | RIEBERE | BEHEE ARSI | phase 1 2012454 BRBEICABRLEEICH T HPLXMAICLSARICON
Therapeutic | JL EEEE MR e T ARSINLTIT—X1EFToTS, 201285 2, 1 RS
s Inc. PLX T )L(MHadassah Hebrew University Medical Center TEHEL

. B EHRICKY2EIDERBIEEZT-LODARETE
HhoTHOERIZHT S0 /803 %2 — b1 —X (NERE
RAIOHRERR, BRBHEICKARL-EEICNT M4

FEIF20155F L REBRCRBINDAHEELH D, 2012458

IZFDAIZA—T7 RS9 DHE,
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Therapeutic L EMEMEMRE & I = BT 2008.12 4. 2009 Medicinal Product Dossier (IMPD)HEI E&. 20094E6 A IZPEIAY
s Incfi PLX-PAD *XE: F6H (T Clinical Trial ApplicationZ& 2, 2009478 . FAYTRAVIDE
2009.03 201246 EER.FYTIF201256 B # T (ClinicalTrials.gov
R) . RE. Identifier: NCT00919958)
2009%8AH +20094F 1 A [ZKFDAIZINDER &5 . 20094 3 A [CFDAAYIND A
(#7T 2011 2. 20099 RECTRADEEZ K. KETIZ20114F10A
F108) #2 T (ClinicalTrials.gov Identifier: NCT00951210) , 201041 A
TR DOFPEBREHRE . PLX—PADDFHAMNE S, Phase3
EBPTHDIILE2012FTRICHK,
R BERKRIE | REEHE KAy phase Phase 1/2: 201248 A IZF A YPEI&Yphase 1/2 HEREMDEREZZ (T
&M MR H At DR 1/2 20125111 5, T REHEEMTEREOIA—SEZH-ERHABLED
PLX-PAD IZfThhd ok =8 DPLX-PADET AN R 5 DR £ 4 L3N REETAE
R U Bk ClinicalTrials.gov Identifier: NCT01525667
I2&k2H 18
5
R AR R | RIRMR R4V, Kk | phase 2 phase 2: ClinicalTrials.gov Identifier:NCT01679990
AR E MR 17 3} 2012484 201254 A 1K EFDAKY . 201248 A [TF A YPEILY , phase 2
PLX-PAD HEREBDRDBEZIT, 201248 A %A, Phase 2TIE, A
N5 T, PLX-PADD 2B DR S5 ENR LM ENEEET
i, EEHEIL. 150 &, Fontaine libE . Rutherford 448
2-3,
fthRBBEHEEE | N—Dv— | 1UF phase 2 201288 . N—Ur—fRARPLXMIAR 5 ORRKHER.
EMEME MR 5 (FAZEM AR phase 2D EMEZ%E . 1> F® Indian Ministry of HealthA &2,
PLX o #2 14 201148 B IZIX KR EFDAN, PLXMIRAZEN—Sy—fm BB AL
ER) —I7URSYYIZRE . Phase 2 FHERTE T # (%, phase 3 &K
E. MW AR TERFE,
PROMETHE | NUL¥ | ERRLARF#ES NRD AF YR, | phase 20124 F%A 201285 B IIRLF—TRADEEITHR S | European
RA — 3 #th IR BT BT ER Crigler—Naj N)ILF¥F— 1/2 Commissiondk Y 20084E5 A [Zurea cycle deficiency (Ornithine
Biosciences R HepaStem jar Transcarbamylase Deficiency disease) T, FDAKY20125F 1A
S.A/N.V. Syndrome [ZUrea Cycle Disorders, [a]3 A [ZCrigler-Najjar Syndrome T#4
K UUrea —J7UREERE
Cycle
Disorders
ReNeuron AX)R | thRBEHHE fixi Z= e HE phase 1 Phase 1: 20094F 1 B [Z& Medicines and Healthcare Products Regulatory
Group Plc. CTXO0EO3 2010468 AgencyH, 201042 B IZGene Therapy Advisory Committee
(ReN0O1) (GTAC)A R, 20106 ARG, 2011 F3A DK R TEESR

£ BT E124, PISCES E&, ClinicalTrials.gov
Identifier: NCTO1151124, 20124E8 8 . i 5 8% L 152 &I2D
WT. T—4&R £ 4 E 8% 8 & (Data Safety Monitoring
Board. DSMB)V 752 X% %2115, 201249 B IZMHRAIZ
phase 2 clinical trial applicationig . 20134 B (Z (. phase
2 RERZFRTEHRAH,
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Center for AR
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EEIEH=EIL KERBEE ®E phase Phase 1/2: ClinicalTrials.gov Identifier:NCT01643655
EREME MRS 1/2 2012458
(BTFE
20145 7R)
BRASHAEKRRE | REERHE RN #E phase Phase 1/2: ClinicalTrials.gov Identifier:NCT01643681
R REHE 1/2 20124 7R
(BTFE
2013448)
B R g #H KM EHEHER ®E phase Phase 1/2: ClinicalTrials.gov IdentifierNCT01300598
EREME % 1/258 T 20084128
(#7 2012
%£3A)
EEIE=E L] BERE BE phase Phase 1/2: ClinicalTrials.gov IdentifierNCT01663376
R & M 1/25% T 20094 1R
(#%7 2011
F41)
EEXHEE I Romberg's ®E phase 2 Phase 2: ClinicalTrials.gov Identifier:NCT01309061
ERFBHAE Disease (i T 200843H
THEE (#7T7 2010
M) £28)
BRIEmEER | HRE | BE phasel Phase 1: GlinicalTrials.gov Identifier:NCT01274975
R T 20094 7R
(# 7 2010
%£28)
SanBio Inc. | kE MREEEHEKRM | BEED KE phase Phase 1/2: 201046 B ICFDAANINDZ E2 . 20106 B ICHE AN B A THR
B sB623 | Rz 1/2a 2011411 RIEES. 2010F 108 LR TOMETRERERBIELIE
(BTFE 201252 ADHATEREESED . BHRFEHRIL184E,
2013412 20114E9 f | Stanford University CRAI DB E W EBES (T
A) %, University of Pittsburgh Medical Centert, R L% 5,

20125 3A DR RAT, LATOEZERICLYBHEDFKEEFEELD
BERMISA PN EESB2R5EF 175, 201351 A1
Fak—bD &SR,

ClinicalTrials.gov Identifier: NCT01287936
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Shire TAIL hRFEREKSE REKE *XE. A+ phase 3 2012.12 2015.03 ClinicalTrials.gov Identifier:NCT01749306
Regenerativ | UK R fiE —AK)
e Medicine PGLLSRAT#+— T hr
(Advanced JUE (ABHO001) 2.05Y
Biohealing) A RA
Y. R—3
VR ARV
AL R
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& (18 fth R M B R Bk & XE phase Phase 1/2: FFEMN RS I & A B & S Vascugel® (B8R 94E) ZEG R B
Pervasis HVascugel® REA M & 1/2 # 20065 7H F ., Phasel/2%20064 7 A BAtA. 2008.11.6 B RICLDE. B
Therapeutic EWMTIE T (#7 2010 R BRHEE (ESDRAVRIC. MEHEDHRHY, 2010
s, Inc.) AD=HD %68) £6H#& T, ClinicalTrials.gov Identifier: NCT00479180,
RS S Vascugel [E K FDAR UFRIMNEMAL YA —T 78 5E . Shire plc
Ik A, 201254 B ICE IR,
fhRMENRM | REBR ISUR phase Phase 1/2: HHBAREEEEOBREARAPVS—1020002BEO R
f PVS-10200 = 1/2 # 20104441 ENRLHFHE, DERERTTRATUMEER ., BEKRE,
T ($#27 2012 ClinicalTrials.gov Identifier: NCT01099215, Shire plc #tA%.
£10R) 20125 4R 1B IR,
SOTIO a.s. Fza #HRMRAER | ATILRE Fza phase 2 20125 &I KR Tphase 3% 5HE
i£DCVAC/Pca phase 2Fi1H Clinical Trial SP001 (Eudra CT: 2011-004735-32)
Clinical Trial SP002 (Eudra CT: 2011-004986-34)
Clinical Trial SP003 (Eudra CT: 2011-004985-14)
Clinical Trial SP004 (Eudra CT: 2011-004967-65)
HKMERAER | MEES Fza phase 1 phase 2 #{FEH(FzaLRAY)
;%DCVAC/OvCa Clinical Trial SOV01 (Eudra CT: 2012-004922-53)
Clinical Trial SOV02 (Eudra CT: 2012-004923-19)
Clinical Trial SOV03 (Eudra CT: 2012-004924-39)
StemCells, KE fth R £ MR R AR ~yyzry RE phase 1 Phase 1: BB EERTHIESHIBEERKR. 20085128 (CFDA
Inc. HEPHEEHER | X-ALY 20094118 AINDR R, 20095 11 B BE B HAK, BEREEFEHLE.
Eifa INYIN—IR" (BTFE 2010F 2R ISR DEEICIRE . 201255 A DR R TERICE
HuCNS-SC 2012412 EHEHRTL.2012F12R#8 T F XE. ClinicalTrials.gov
A) Identifier: NCT01005004, R#i 7+ O—7 v %M (20114
6 AR, 20125 OB R TREICEZ BRI T . 201243
A ARERIT-BEIZ2EDRBARFTHHEVITHER
EEETHRK,2016FE6 A T F E, ClinicalTrials.gov
Identifier: NCT01391637)
R e BR IR X ZEHEHE KE phase phase 1/2: 201252 HFDAKY E R, Phase 1/25888% 20124 6 A BALA.
HEREHER | AN 1/2 2012456 8 2012F10R ICRADEEEZH. M EEREHEAREL
EriffiAa EEE (BTFE THUCNS-SCOMIE TR ENR LML F I EETE, BEEFE
HuCNS-SC 201443H) %% E #0164, ClinicalTrials.gov Identifier: NCT01632527
fth 2R A R A HRG AL R phase Phase 1/2: 2011 3ARMIBL. BEERP 20011 F 128 A OIK—F
HRFREER | (spinal 1/2 2011438 BEANOMBBIEICHYILIzCEERK, 201265R .
Egli) cord injury) (BTFE phasel/2HEBRDJZAIFHBEL-EEM LT EEFMOER
HuCNS-SC 20164E3H) %% K, ClinicalTrials.gov Identifier: NCT01321333
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s, Inc. 2014458) Z 8% %, ClinicalTrials.gov Identifier: NCT01297413
AL OTH20105F A ERBALA KR
thREHEHKME | BHEDOR A¥Po phase 2012458 . AF 2D H 4 B (COFEPRIS, kE® FDAIZ
R & 1/2 HY) LY., BHEORERAABRphase 1/2EBDERBESB L
(itMSC) LEN
Stemedyne-MSC | RIE D3k XE phase 2013.03B 18 201249 B IZFDAAIND & 2
(ErEREHEM | Z1E 1/2a FE. ClinicalTrials.gov Identifier:NCT01771679
R R M it 4 R 3 2016.034& T
EX YD) FE
Stemedyne-MSC | STERHiE *E phase 2a phase 2 2012410 [CFDADIND AR BEREBEARP K F LR
(EFBRERM | REDE 2013.02FA 44 FUMEAEZT1-#%. Stemedyne-MSCE#ARIZ 5 . BEIZHY
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R #Aa) FE EFRHER,
ClinicalTrials.gov Identifier:-NCT01770613
STEMPEUTI | /2K HMREFEHEXE | 2HOH AR phase Phase 1/2: 200943 B [ZDrug Controller General of India (DCGDAV & EE .
cs EREME EE 1/2 2009441 2009F4 AR, BEZ{/TT 201288 T FE,
RESEARCH (BTFE ClinicalTrials.gov Identifier: NCT00883727
PVT LTD 20124 8R)
MR EHBRERM | & D TL—V7 | phase Phase 1/2: 2001 4R I2RL— 7 A B KYINDRZERE.
EREMR Zdh 1/2 201146127 ClinicalTrials.gov Identifier: NCT01091701
(BTFE
2013458)
HREFEHEM | TRED AR phase Phase 1/2: 2009 3B ICAUF L FIYINDAREE ., FEMERGMA
EREMRE 1/2 2009448 BRARNEEDORLMELEMNEELFM ClinicalTrials.gov
BTFE Identifier: NCT00883870, B & &% T o
20124 8R)
HmREHHEKME | 7iLa—L | 41K phase 2 Phase 2: ClinicalTrials.gov Identifier: NCT01591200
EREMR FEZE 201246 A
(BTFE
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R & kR N—=Tp— AR phase 2 Phase 2: ClinicalTrials.gov Identifier: NCT01484574
EREMAE RICKDE 2012418
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MREHAKME | IEHRAE AR phase 2 FEE
EREMRE iR B
R & B8 B 3k T 2 3 R AUk phase 2 BEZETH
R &
Stratatech XE eEbTSF /S AL | second XKE phase 1b Phase1: WE. KMEDABEEEIGELT-POC (Proof of Concept) X%
I B A A 4 degree, 2011498 EfEth, STRATAGRAFTIZ2012868 (<, KFDAADA—T7
NIKS®7Hi5 1 & deep, (BTFE VRSYT DREESZ (1=, 2012F4B 122 P #EBRE K., POC
L=t K & & partial—thic 201349R. HBRIE2012ERF IR TIEFE. EHRBE P EHIT204,
% StrataGraft® | kness —RETF EHIZTNVyD UGB ET SUNRBELEERRBREEEL -
burns E 20124 % 2014 D BH2015F (AT TIz—RMEITIEHE L, =,
128) HIRRETRESEERET 57— X/1I%, 201345 (B
T35 EHHS, ClinicalTrials.gov Identifier: NCT01437852,
£ B & 8 811§ (full-thickness skin wounds) Zxt &IZL7=
PHASE 1/2%BXIC5E TLTL 5 (2006578 ~20084 48 :
ClinicalTrials.gov Identifier:NCT00618839) ,
t2cure ) BREHBKRG | BHELE (N phase shock waveflLiB LD & . &iE DB R KR A BA
GmbH ER #H A2 t2c001 = 1/2
BREHERA | BHELE (N phase RIEDRAFEKRETH
BR #H 2 t2c001 &2 1/25%8 7T
BREHEEKRN | HERD ) phase xiE DB SRR B
ER #H 2 t2c001 E 1/258 7T
BREBEREBEER | BAZE%M Ay phase 2010.06. FDANA —T 7V EEIEE . F-FN THLEMAN A —
ER #HA2t2c001 HhEx 1/2%7T T7UREHRE, RIEOR KR FH
BREHARE | 2% 0H ) phase 2 BREERAERMEEFALLLRE. MEXEOHBAEREER
ER #Aft2c001 EE T KBRS, MilazhT—TITEETIHE EOMFKK
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#Ra 2010.07F8 hold4X B&
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BTFE
BREHEXRS | DHEE *E phase 1 Phase 1: IDARIEEXT RIT, Phase 122007410 %A . 200943 A #&
#hra T 20074108 T . ClinicalTrials.gov Identifier: NCT00548613, FDAIZ:E R &
(MESENDO) (#7T7 2009 fe &N Talinincal holdik BE
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BRBEHAXS | EERK XE phase 2 Phase 1: 2008411 A BfA. 2011511 B # T, ClinicalTrials.gov
#Ra B AR i #®T 20084 2R Identifier: NCT00790764, FDAIZ:E R 15 &1 Tclinincal
(MESENDO) (#7 2009 hold4k &
%£28)
Phase 2:
20084E11 8
(#&T 2011
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BHREHBEXY | EETHR *E phase 2 Phase 1: T B R I 14 9% 5B 3t R [ZPhase 242008466 A BfifA. 2010594
A B BT 2007468 #£ T . ClinicalTrials.gov Identifier: NCT00721006
(MESENDO) (2009410 &I DERFEKRFH
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Phase 2:
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(#7 2010
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Tego BE BREEAE AREE BE phase
Science Inc. 1/27?
hREEHE AIEEG #E phase
1/22
Tengion, Inc. | XE B &Neo-Urinary | ZRTIER *EH phase 1 Phase 1: EEOBRIEMBERNT+—ILEL SR, 20103 B
Conduit MEETS 20104 3R 15, 201010 A ICRVIDEHICHKIE. 2012675 BE. &5
FE Bt 72 2B (BTFE BED,2017F3A T FE, ClinicalTrials.gov Identifier:
EDRE 201743R) NCT01087697, 201256 A DEF A T.5ABDEBENAERER
2D 1%, 2012 RETIZIFIOANBHEDOTE.
Theregen, XE R e MRS 72 14K B Ak XE phase 1 phase 1: 20034F 5% 37 . 20044E [ZAdvanced Tissue Sciences® il Il &
Inc. HHiaisiE INAISRY BT 20064E4 8 BELZIE. SRTEMRMESF A/ Y FAngineraZ B IR B #
Anginera 7k (#27T7 2009 1, Dermagraft&E E HiTRIIZIZRI L. BIREAR/ N /IRT ST
£28) (CABG)F fii 5t RI“Phase 1 ZE 1.

ClinicalTrials.gov IdentifierNCT00364390
FEDE/RFLL,
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R E MG i 4R ya—29® | B 4R | Phase 3 Phase 1/2: | 201247 BTFE F&ttieELtzIBCellerix®F A4S L EMAKYOrphan Status
BHERFESRME | OIIME ST 2009% 6A | A.&W 2014478 AER, 20114 (T phase 2 RERZER T, 2012 7H B BEIC8
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*® BAA . 2011 E T
F5RT
E R R A BIE (2 *E phase 2 phase 2: ClinicalTrials.gov Identifier:NCT00030225
A IRFREELAD ) FF2 2002411
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F2R#T
E AR R A BIE (R HhE phase 3 SRR 200749 [CHRBHE
AT RFREELAD H)FFRE T i
Synv-r | BR BREERKE R EIKE phase 2013 . AL ERRAERKIBFIEE. 201285150 E
A(ya-IY UIfR I 1/2 ERERLBLAHE (PMDA) IARAERZRE. (EH
=y} HIZ10UT,
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PMDA 7% 2012 4= 8 H 13 HITHFE L= [FEHMSAH

RO FERIRTICHONWT) ITL B L, F

BR234E T H 1 H~YE 2446 H 30 H £ T A EES B 0O SR I FE 78 0 £ i EiE 1T 0L
ToO®EY ThHDHE,

2% 3-5  HATHRMEAH ik O 5 i H AR

1 A1l @ &% BEERIR EEm EFEHaE P
(BEEEHE MRS (BEERE MRS

K 3 24 23 50(35%)

E-RUFyr— 0 20 56 76 (53%)

HEHEE - D 1 6 10 17(12%)

&t 4(3%) 50(35%) 89(62%) 143(100%)

EHTHEE BEERER EXEH EFHE &t
(BEEEHE MRS (BEERE AR

RE 15 55 21 91 (42%)

TE-RFr— 27 18 31 76 (35%)

HEHEE - D 19 22 7 48(22%)
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SHEBE BEERER EXEH EFHE &t
(BEERH MRS (BEERE MRS
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CXITHEBE  FEEIPALET, FLLTHEET —L LT 7= A= MRS, BREIIR L TY
FNBOHEMEENFEFT L GLékiT 1 220 BRICHE).,
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AR — S
5t i B AR 4R B B [ RIVXRx &, BREFEHE (X Arthro Kinetics NSBEA) ICEIL THERHEE

FTo>TOWEA  BREFOEBICEEULOBRAMYES LB,

2010 4 12 AIZHREBERMY T, A ERIFEERGAMNSIHE. 2001 F7 8
DEEHRARFEDBEAICKY, RO TEEHKABAHKEERE. 2011 F 12
AIABRTORI—ILIZDNTPMDA LA EIZEY, 2012 4 3 AIZIND Zi8H
Lfze CNAEEHIRMAAND IND ITESEIHTDOT—A,

DETAVIE SRR =y 4) b2/ )

2011 &£ 2 BICHESR
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AEROIRHIE 2013 FEEFTE),

8 http://www. pmda. go. jp/operations/shonin/info/consult/yakujisenryaku. html#2
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F£4E XE
F18H BEERELORAFFNEOCHE
1. EERFZFICELIERZROME

KE O IR EIE TEKMFICHRD OF, SRIEEM United States Code (USC) D
T Title 21 (Food and Drugs) M X Title 42 (The Public Health and Welfare) T&H 5,
Title 21 & Title 42 DRFR % LA FIZRT,

United States Code

Title 1 General Provisions

— Title 21 FOOD AND DRUGS

Chapter 1

Chapter 9 FEDERAL FOOD, DRUG, AND COSMETIC ACT|

Subchapter I

Chapter 27
SubchapterV.DRUGS AND DEVICES|
Subchapter X Part A Drugs and Devices
— § 351
— § 355 New drugs
—|Title 42 THE PUBLIC HEALTH AND WELFARE| Part F [ § 360 Registration
| Chapter 1 : § 360e Premarket approval
| Chapter 6A PUBLIC HEALTH SERVICE | L 5 360n

- Subchapter I

L Chapter 159 Subchapter XXXI

Title 51

United States Code ® Title 21 I%, 26 @ Chapter (F) X VYV Lo TWWAH R, [EHK
IhEE 2 JH 9 A 154 Federal Food, Drug and Cosmetic Act (FD&C Act IX. Chapter 9 IZ
Bk S TWD, FDEC Act (T 1938 FEITHilE S M 7IEH T, 9 DD Subchapter 725720 |
=3 N USRI B L T Subchapter V. (Drugs and Devices) THEINTW5,

USC @ Title 421X, 152 @ Chapter L VW X Y 37> TE Y . Chapter 6A |Z Public Health
Service Act NIEH IN TRV, KRB TOWME D NMEREFEOL Y F2 ERHES N
TW5,

NG DOEREBITT A72OOHA] (ITEE) 73, Code of Federal Regulations (CFR)
ICHRE SN THEY, CFR ™ Title 21 (21 CFR) MNEHKSL - &40 8. Title 42 (42 CFR)
23 Public Health IZB3 21TEIETH 5,

INHDORAIOEHEICRET 2 FDADEZX HE2RrTHDE LT KD Guidance AT

ERNTWA, FDA @ Guidance 1Z. —fXMIIZ FDA DE 2 FE2 T O EODIEETH Y | 1EW
R R AT < JIEYS - 22 2 B 2 HAVIEFDA Guidance Z 49 L b AT S LB L A2,
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2. BEEERERBOEHZEY KL
KETITEAER N IX. Human Cells, Tissues, and Cellular and Tissue-derived
Products (HCT/Ps) & L CEZE I N TU 5 (21CFR1271 :Human Cells, Tissues, and Cellular

and Tissue—derived Products),

(1) HCT/Ps ®EF (21CFR1271.3 (d))

E MO X ITHEBEEZ, HO5VIEEENLLLRLBE T, B MIX L TEHM
(implantation K& OX transplantation). #y& (infusion). transfer (b FZZEHIZE b
MR ERBA TS5 2 L) BN ETD2HOT, HilE LTH., 8048, BRE. R, &R,
A, & N ORR & O 55 57 & M/ miBE AL, manipulate SNV7- B
HCE M, G~ b 7 2 B BEGHa, FE &k QMo BT ERH TR H3, 2
FUIZER B 720

JFUSC :Human cells, tissues, or cellular or tissue—based products (HCT/Ps) means articles containing
or consisting of human cells or tissues that are intended for implantation, transplantation,
infusion, or transfer into a human recipient. Examples of HCT/Ps include, but are not limited
to, bone, ligament, skin, dura mater, heart valve, cornea, hematopoietic stem/progenitor cells
derived from peripheral and cord blood, manipulated autologous chondrocytes, epithelial cells
on a synthetic matrix, and semen or other reproductive tissue.

FDA 1%, HCT/Ps IZ-2\ T, FDA Regulation of Human Cells, Tissues, and Cellular and
Tissue—-Based Products (HCT/Ps) Product List /A% L CTH Y . CBER 4\ (Biologics) .
CDRH Et4l (=#4s) K& O8N Combination (FHEH) IZ43% L C HCT/Ps @Y A k& fil7R L C
b\élzo

PLF O HCT/Ps L ld A 7e gy,

(1) MENER SN TWABHEABE [vascularized human organs)

(2) Al ST Mg sy, O B keSS (21CFR607, 207 (28 U A R 23Fedk)

Q) mwEsnizb s Ehize bOy, FIZIEINVT, a7 —F 0 MlARTRETH DN,
HCT/P & RL7e SN D REMRITE e,

4) BEBMEICAVWSLNS B Tnininally manipulate SN2 EFHTHOY L ITEA L T2 b o

Ok, 7V 2xZuaa RUAERRERR, LY V7 ViR, 7 K UBER, SREE R &, I EALL

BIFAIZBRS, D LEARMA LN TWAEEIT, BHICERT 2 Zekic o Hi-2MEOAET 5
LRV LODOHE),

(5) HCT/P @ HL3E o 7= 5 o 4iff Bh L 5

(6) b hLSORFEEHBOMIE, MRk, I

(1) §809. 3(a) ICHLE DRI 2 W 8L i

(8) MO EIN ENT-ME T, BEBBHEOTZDZFICHAVWEND Z ERPETE SN TS LD,

(2) HCT/P MG NIESE L2 T niE e & 22 W iEHL (21CFR1271. 10, 15, 20)
HCT/Ps OBLEHREHZ T, LTOHRTEICEDL R T NIE B0,

L (@ BToM)~@HEOETIZEAT S HCT/P 283 2 FEH (establishment) 1%, PHS Act &
361 TH K VA Part1271 IZ X » TOABEB &5 (21CFR1271. 10)
(1) HCT/P 28, H/NBOMINENT-H D [minimally manipulated] TH HHE ;
(2) HCT/P 2%, #H[EMEMEH [homologous use] DARIZELNTZHDOTHY, F~L, Bin, T

12 http://www. fda. gov/BiologicsBloodVaccines/TissueTissueProducts/RegulationofTissues/ucm150485. htm
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MOBREICHEET O HMBERPRINTHEIHE ;
(3) HCT/P 23, fod>¥'E (HCT/PIZPBEFR L7 Bz 72 ik EoZ 2o MBEE R 2 S 720 &5 7k,
7V RAZaA R IFEE. R"FE. REAIZRS) SRESNLTVW RN, KT
(4) UUTFoMni#ES+ 2546
(1) HCT/PIZ, EMREEN L, O —RHEE L L TA S MinoREHERIZKE
T5Z LRV GE
(i) HCT/PIZ, EMREEND D, XX —RAEAE L L TA S 2o REHER KT
THIERHDEHET, D
(a) BZfEH [autologous use] DO THDHBE ;
(b) %5 1B XX 2 B 0% f% [blood relative] DEIFED 7= O [allogeneic
use] ThHHHGE ; X
(c) AWM BMOEH [reproductive use] THIHEHE

(b) k3¢ (a) HEIZFEYT 2 HCT/P 28l 2 EN, EHAOHEEE T,
(1) FDA (TG L7 22 5720,
(2) BIYET HKHCT/P DY A M% FDA T 5, EOY
(3) A Partl1271 DO Z O O FERFIHAZ ST LT IER 57220,

2. LLF @ HCT/P % 8354 2 F ¥ 1L, 21CFR1271 N ZER T HHH 2853 5 4 Z L7\ (21CFR1271. 15),

(a) HCT/P % FEEGRINAFSE X IXBE O B ORIERT 556

(b) HCT/P ZfEHALEILL., FUARFEHOREE LTR—DOABICBHET 2 HETTHILGA

(c) BLEHR TH-o T, HCT/P W& 23, ZH, WX X IXRET 256

(d) F—HEzRN T, A, BhE., HEAXIT transfer (b MEFMBE I ESATICBTZ &)
DOHD A TZIRE ORE 21TV, BN, A7 U —r RE, oA, £n, GETHHEE
T WEEF OGS

(e) ZAEFHME X ILHFROBIN DO HZ4T 5 FEFTHY . T b 2 EH HICHIIE IO K — oMk
WA= =BT 54

(f) BERESNT-FEFRLOLH, AE IO RIC L 2B SUTHEBE OB O AR ZITHOEMATH Y |
B U 72 M SO 2 B S 72 FEATIC A T 2581, B SUIBEM DY 27 v 7 %3
REND Z LRV, Part 1271 HOM OB EIZOWTILESF LT E R 5 7220,

3. 21CFR1271.10(a) IZ/R L= EEHEIZTE A L2V HCT/P 28 L, F£72 1271, 15 128 LIZBRIMREEIC b 1E
JE LRV HCT/P ORI HEZ ThH DA 1L, D HCT/P IX FD&C Act OHIEIC L B IEIK S, EiEmks
ST RRIAI & LT, XX PHS Act351 THKE Y Title 21 Chapter I M54 2 AN L 5 #iiHl %
=175 (21CFR1271.20),

WHXNAHANCIE, §207.20 (f). §201.1 (¢). §201.2., §211.01 (b). §807.20 (d). RS
820.1 (a)R&H V. Part 1271 @ Subparts B, C X O'D O FNEIZHEDLRIEZR B0V, ZHSIZRE
ENDH DTV,

ZZTHWHERTWD HIFEDEFRIE 21CFRI271.3 12X 5 &

(b) establishment : HCT/P O HLIEIZHEHETH —2ODEH D FIZH HFHEEDOYFT (place of business under
one management) T—DDWFEHI723%FT (one general physical location) Z& V. (1) HCT/p &Y
EICEFETA2MEA, EREE S, BA, FRZOfoOEN (any individual, partnership,
corporation, association, or other legal entity) K ON(2) HCT/P #liE o ZitdliE¥— v 2 |2H
FIDOMENEEND

(c) homologous use : ZZZ&H OIS ILAHL2 HCT/P CEHE, BHEZE, B, i3I, #itEF oz
LCWie b RICHRASZEE CHLHETLIZLICLVEBID

(f) minimal manipulation :

(1) MEEAEOGA . MO BB, EE XERICBER T 2AROMRELETE T2 2 Lol

T
(2) MR ST FEAS & (AL D5 A IR ST AR O BB T 2 AW SRR 2 B35 Z L DWWl L

Lo TV 5,

HCT/P 7% minimally manipulated T& Y. 7> homologous use 72 ¥ TH DL E 1L, Mix
HCT/P d#3EH 1Z PHS Act 25 361 TH, MK TR 21CFR1271 O HIH 252 1F . F¥E 8k K OVHCT/P
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B U 2 SO FDA ~D#EH KD 55 (21CFR1271.10), LIS D HCT/P &5l L, bR
AREIZHHEA LR WRER ORIET 5 HCT/P 1%, FD&C Act OJRFNIZ X D EEIRM . EHEHE
R AT A R BAI L LT, XX PHS Act351 TH K Y Title 21 Chapter I ®i%¥54 2 A
W2 XD 2% 7% (21CFR1271. 20),

PHS Act @ Section @ 351 IH } TX 361 HH|E . United States Code TlX# #1F 1. SUBCHAPTER
IT-GENERAL POWERS AND DUTIES ¢ [Part F-Licensing of Biological Products and Clinical
Laboratories, subpart 1-—biological products, § 262.Regulation of biological
products]. K& T TPart G—Quarantine and Inspection, § 264.Regulations to control
communicable diseases] |(ZFHY T 3,

Public Health Service Act @ Section 351 TIiZ.

(a) Biologics license & L T,

%@ biological product 28F%)72 biologics license ZHfE L TR Y . 7 oH G O 2 D aldE 1z (1) H#L
. () BEE oL, EAT, B&EE, (i)RHEOEHHR, BNBICRE I TWARWEY | N
BFETH HBPEICHEE IR B R,

(j) Federal Food, Drug, and Cosmetic Act O & L T,

ZO® 7 a OB EIoOxE L 7D biological product 121X Federal Food, Drug, and Cosmetic Act
NEHIND
ZEhEpEHEnTnD,

—J7. Public Health Service Act @ Section 361 |,

(a) Surgeon General {2 X 534 & fifT

Surgeon General X, ZMENS T AV A EREIZFDORBE~D., HDWIE—20 N XIXJEE S M
SUTBEA~O, YR B OB AN, BY, HDOVIIELEE LT 5 DOICHNETH D LB LIS E.
BOERBOYL T, TOOICHERBE ZE UBITT 2HBZ2HET 25, 20O L5 2HH 25T L
179 % BRY T, Surgeon General [T X E LMW L72BA . YH D WILER L TEH Y & b ~O a7l
WEZR0 D 28b D TS [JRCTIX article] Z A, ER, WM., EHiw, FHEER, . KO
FTOMOHELZH LD EDBH D,

ELTW5,

(3) Minimal manipulation O #iH

minimal manipulation |[Z- DWW Tk, TE&EERER OGS, MO FMAEZE, BE XEHR
W T DA KRDOMIREZZEE T 52 L D72, Tk XX FEREE RO E . Mk
XM OPEIR T DAMTFINREEZEET T L LDRWINTL] EEHEINALTWVD

(21CFR1271.3(f)),

BIERHEOGE O “AROMWREEL L2V LWIHIRBUL, EZETHRERERWE
FIRENDDONARHBETH D . %% < D RFD (Request for Designation) 7% FDA IZZFH 5
77, ZTAVICEES LT, 2006 ARG AR IZ X9 D manipulation 2% minimum 72 D 2
MZBI7 5 Guidance (Guidance for Industry and FDA Staff: Minimal Manipulation of
Structural Tissue Jurisdictional Update) ZHFR L TWAL, ZiiZ X, M
2 HINDENED KT TZHIN negative Tl positive TH AL, K OFHMEIZEET 5 M

13 http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/ucm073396. htm
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WEZE % 7= & FDA DA¥|Wr4 B 05X, & OF/EIX ninimum manipulation LA k& A7 &, #+

@ HCT/P 1% FD&C Act J&TF PHS Act 351

“Tissue Reference Group”

DIEWEEST LA RT7 A4 2L TFIZRT,

ICHERLL TRV Fbh 2L DZ L TH D, FDA I
EMESNDERRAEZYH LT T, RFD ORI EIT> T 5,

HARSA %

M=

Guidance for Industry

Regulation of Human Cells, Tissues, and Cellular and Tissue—Based
Products (HCT/Ps) Small Entity Compliance Guide (CBER August
2007)

Small Business Regulatory Enforcement Fairness Act
(Public Law 104-121) section 212 [ZH|Y, HCT/Ps %

&9 5/ RBEEZEE (small entity establishments)

A%, 21 CFR Part 1271 [THRE SN f= HCT/Ps MR FI A
REBEBLETTIDERIET HOICERINTL

D

COMPLIANCE PROGRAM GUIDANCE MANUAL
Inspection of Human Cells, Tissues, and Cellular and Tissue—Based
Products (HCT/Ps) 7341.002

PHS Act @ section 361 [CLK>THDHEHEIN 3
HCT/Ps ICEE I 2B FRUBERFEICEHT H1EHRE
ALERRI2

COMPLIANCE PROGRAM GUIDANCE MANUAL
Imported Human Cells, Tissues, and Cellular and Tissue—based
Products (HCT/Ps) 7342.007

PHS Act M section 361 B Tf 21 CFR 1271 [Z&k>T®D
HIRE S D8 ASNI=- HCT/Ps [Zx LT, FDA A\EF
BEICEHTIREEZTIEROBEREZRETILO

B28H AFPFTHITOER

FDA 13 Proposed Approach to Regulation of Cellular and Tissue-Based Products

(February 28, 1997) [Docket No.

RLTWAMY

MRICERAESNS Z EDBhIE

97N-0068] D <, HCT/P Hiil o 5 Al
ZOH T, HIE & OHERR IS < B o B &
AIDS R D X 9 72 ME A (R ST L £ 9 74

IZHOWNWTDOEZ %

ﬁ@%é@méﬂtﬁ%ﬁnw

MR 2B D WITHEET 5 X o 2 AREy 72 5o o KO Lo B 1k

I L S AvkLAR . B O HE

(3572 5 H A TRT S % sk, FERLREME O A% Bk

LR EMAE D Sz, SOUIREEELZ B & L TR S 2k O IK Lo

etk & A & ek

LW 3ODMEBICER L TITY & Lz, T L CHAEERME
— L TCHIHIFTHZ L i.;’%ﬁf“&%é LT, Hx @ii%u'%@) 27

W% (risk-based approach),

I THY, H—DAF
:m CCHmlE=ITo> £ LT
BT 5 FA ERERLEL O BF B 3 ~ 7K 3R

’%Héfuﬁxﬁ%wf%\)27:mttﬁﬂ#ﬁbﬂfwéo
INDEREE _
IDER 54 EECEIRRES:
T S N T
EFEHR R PREER TR
> 3;&%1’* > phase 1 phase 2 phase 3 >> >>Fﬁﬁ‘&1§: >
FEGRH-HART10%F | cGTP
| GLP | GCP. phase 1 cGMP% | GMP
PMS
PMC
PMR

14 http://www. fda. gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/UCM062601. pdf
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1. FEERRICEAST /% - A K54/ 0%

Good Laboratory Practice (GLP) &%, {b5WE Kk OV BLAI O 22 2 B3 2 FERE R
REICB T 57— 2 OME (Quality) &, FHM (Credibility) ZfEMRT 2572 OIZHHZE
SN, WEEH(QC: Quality Control) M ONVWERAE (QA: Quality Assurance) /A
TALATHY, FHICHE SN D EIEMN R EOZEMELEUNIIFHE T 572D 0fHl <, V7
M & N— REOME HFIZOWTHCNIZHESINLTWS,

ZOMA L 72 HJFANE, B2 BRET I E & AR R E FIRICE > THEM L. £ D EMIC
DV THBREASE L BRI M 256 & E L T, WA IS L 5RBRITEOE B L OME
FMERFEZAT O VAT LA TH D, FLUEARBRO ML —H U7 4 ZRFEL., % AR %
BHECTEL I, AT %, ZOERDPOEZEFORLKELFEIRETLIZLENED D
NTWN5,

GLP #HlET A KEDEIE, 21 CFR Part 58 Téh 5, 21CFR58 |E. Subpart A~K X ¥ ik
D> TUW5D,

+ Subpart A: —RMISGREOETIE, AHEOBW, EHINIHEOERZENIHIN TV S,

- Subpart B : #fkE L EEOE TIL, RBREROEHEISRREMLAE & EHEMEREEET M O R E 2 254
. WEDOEBNE, BEICOWTEEMICHEL T\ 5, REBELE I Y AR ERE
HRDOEREIZHOWTEEMELZA L, EiBfE o7 e ha—, EERETFIENS O
WL, RERHEER CICOWVWTEED A RIZOWNWTIRKELE2EHT 5, (EEMEEESMA
I, YHRABR A FET MM OMN L, REER TITON 2R BN Z 0ESIZiE-> TV
L2 L AEEEMEFICH L TRIETA7-OOMBE VS, GLP IZREENTEY ., g
FEh L WA ST CREREN S, RBRoOGEHEEZ RIS EHE2A L, AL,
HRBROERBRG~DNHEV, MEEOERRN IR OE SR ELEETHZ LITX
V., V7 Ml & N— FHEOM G0 HEBRPMi 2 GLP IZBESF L TWA Z & 28 =F 1 L
5 CRMli T AR HI A 5,

+ Subpart C: s DETIX, FFICH D REHYFERRICOWVWTHENR RS TWD, iz, e, £
F—HOREEORBEBHEMNT, KRENTEANWOLNT 7B AFFET, EFHDOT
T RFHIRE RT3,

- Subpart D : f§#DIHTIL, H I N2 MR, EEREFIEENHES A TWS Z &, B A
BRELZMTORTWNDIZE, ZNHLOREMEFREINTVWD I LR ERED LT
5o

- Subpart E:3URJaskEE OB TIE, R OEE 2, BT h T o TEEREFIRICE Y EE & B
MTONDI EETEDTVD,

+ Subpart F:#{BR¥E K O E OHTIX, RBRICH PO IWEOR D NI OV THELTE Y,
ZFNICEOMEOBMYEZHDVIFEERAZ VLIS N EED TS, 2, BENX
YU TRELBAESN THATIHEARIC OV THLRESNIREFEN/RESN TS,

. Subpart G:FEMRE EBREMEEO- OO T 0 ha—)LOIETIL, M2 ET27-DI120F 7 b=
—NVEAER L, TR LEAWE R LT 20wt E D TWnWbHN, e ha— LT
EODHEIE, A LFREICRESARTNIENVTAVWEEZ2EAFHHEA TN D,

 Subpart J:FREREMEOHE T, REREEOP CHRE I RIHEEAMHEIN TN D, Fiz, FEN
LIRAET HteRk, AR, 7N, AT —XORETE, REHM., FHRFERENED
LI TW5D,

- Subpart K:iBRMigk DK DOETIE, K ETDHHM, KIELERDEK, KIKEICT O TFIE, XK
WEIOM ST (IFHEER) . RENLLOEIRREOFEENFTHEINL TV,

GLP 23 1E i S VD MFTEIE. WFTE M OV E KGRI G5 % FDA IZHFE T D BRICHEE 2 AR — b

THEREE L CHIEEREREMNIEZ VD546 Th 5, WL OERTE 5O E# M ORI
R FEBREWIZGE D EFIT Subpart AIZED BN TWBN, WIFENFITIWBRYE D22t % F#
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BESFMFTC.RBRATTRMICMAT L2 L E2ERT 5. 6> TLEEMRBRICRE S,
B OMR., EREFOMRZL EONFRICILEIS S ey, HFEORGERFEOFIZIX
IND b EENTEY, b N TORBRMBICITZEMERERIT GLP ¥R Tt ST
THUX 2 670,

FEBRIR L RMERER & 1%, BRRICB W THRAET 2RO & 2RIMEH  (BEROES ., [BIEME
72E) ZTPHT L0l EBRE BRYEPEBISN, HD5VWITNz 6B, EY.
AR, AEMDOR) TITHMWET, Hontifdz b Lio, NTRET HEEEG&EOK
E\%%T@ﬁéﬂ%@t@@%:&uyf@$&®§ﬁ REMTbhWD, o T, B
725 mMERBIE D TR, KEhFELRZEERBO—RELTEL XD, GLP @ikt
B C 3N S 7 i v i A,

FAEERR MIEROMNIEET D GLP IZRELTETA RIA 2RO 52 LR TE
PRI T2 AN, 2010 4E I FDA 2838 5 L 72 DR 1R R ’ﬂﬁ"éfﬁiﬂ@/’*fﬁ@%@r (Guidance for
Industry: Cellular Therapy for Cardiac Disease, 2010 FDA) iX. mijEGKAERIFZE &
AR EZ EOL DMV ED D RXRENDTA RTA UPRENTND',

FOHT, MFtS b XEHiERRBRE LT,

1. FEHNZHRT 2L FH G (Proof Of Concept UDuEEH Bk &3 KR, et

2. WS ORI G RFBEB AT 5 O LTI, &UxJJS'E@ﬁﬁLHEFFﬁ)

3. FME (BHE L72iMs KE 4+ R A E K. &Ufﬂﬂﬂ@#ﬂﬁ@ﬂﬁ B LT E DY R IGE R
T oHE, R OMEBEKEE)

4. RS (BRMREOEROIMOERE ., HiE E TR

NELE STV D,

Flo, FATA RTA - TlE, BEMOFAGIZEE T 284 F25R 1L, 21CFRE8 GLP M ¥E
WL THEEEINDZ L, bLETINZ -T2 &E, BREEITTERDST=ONED
HE, 7o ha—Anb0@MNRb - 255812F, TOMFTZFREL, O LK D54
HRBIIXTHHEELBRTLHILEEHEL TS,

W R AR DT — Z 12OV T, éfmfﬁMTﬁé*kﬁEWT&éﬂ <
a2 HET L TCOLPIZHEA LWk, FIESECTRENMTbZSAICIE., YU By
K ONZFE BRI LIE TR EOFEMIZ >V TRk Laa%zﬁ“ékkzn%%@?&f;éo

BAERR MEEROLAIC, BRI EOXSRbOREEND D, HEL T
FrT= AN, AR RGN TS o RSO RE %fﬁ@ﬁ%ﬁ&#%%f%ét@ L b
SNHREBAE HICHETHAZ LT LWL D T, flx oG ORHEICEDYE, 7F— AN
A —ATHMT LI ENMELEZEILONR—EHOL D TH D,

15
http://www. fda. gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/CellularandGeneTherapy/

UCM164345. pdf
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2. BRIREABRICEAT 284 - HA FZ1 0%
USC, CFR 7¢ & OEIREF OIE « BLAIO T B KRR A2 Ehi 9~ 2 BRI BED & 2 FHl &
LTIk LON EFons,
% 42USC § 289 Institutional review boards ; ethics guidance program
% 21CFR Part 50 Protection of Human Subjects
% 21CFR Part 54 Financial Disclosure by Clinical Investigators
% 21CFR Part 56 Institutional Review Boards (IRB)
* 21CFR Part 312 Investigational New Drug Application

21CFR Part 50 1%, IR RE D ANMELZIRET D720 DEARBRBAIE o> Tn D, K
HHANZ X0 | /BBl 23E 0> 5 O Informed Consent (IC) DHE %2 BT, F-1858 2
FBLULEEEETAZ-00MEIE LT IRB (Institutional Review Board) #FHETH I &
ZRESIT TS, IRB IZBEBROARICOVWTARE L, AL I E2aT52 L
LTCEDEREOERREHETHD,

§ 56.103 Circumstances in which IRB review is required.

(a) §56.104 N 56.105 DIFAEFRWT, (parts 312, 812 LN S8I3 ITHEEH TV 5 X H1Z)Food and
Drug Administration {Zxt L CHRTOHEMEZ W2 IR TNITR 520D 25 clinical
investigation & . A part O A/~ 9 IRBIC L DHFAE L KR EZ 2T, MR BENMTbNR VR
D, BT LI TE RN,

21CFR Part 56.108 {Zi%, IRB ®HEE L L TR L H i s TV 5,
a) IRBIEKOFIHIZHK L CEm TRl SN FNEIZRE S
D) WFZED RO, K OB G 24T, Z IS L0 A L= HIE A FEE R OBBIC s 5,
2) Eo7ua Yl MR LTEIVEEOEWRIEZ LR TER 60, Yo7 ay=s A
FHZREE L TUR, FEMARZAEE TWRWNE I MR 5 72 DT 52 Lok b o 5 #
EVBELETEINEIDERET D,
3) WFEEREI COZEA L% IRBICHEICHRE TE 5 Z & 2 RT3,
4) IRB 3 7KF LI I, BRFICKH T 2BAFRBOLAZHRNT, A LNOETEN IRB DK
AR LIS NN & A RET 5,
b) IRB [T EHE TR S N7z FIEIZHEV, IRB, BFZEHERE. FDA IR O FHARHICHE TEX D 2 & 2 {RGE
T 5,
1) #ERE D D WIIMIcx T 5 a2 ST THEE LTV 0 R A
2) IRBIZ X AIRE. BRITHET LWL 5 R ERAH D W 3k #Y 72 F
3) IRBIKFB DO W72 5 Hlrd D idfs Ik
¢) MRERFETFIEHOEA ZRE, BHENEAEM TRV IRB A Vo _X—=03D 72 &b — A EE T KEBy D
AUR=PEIML TN EESNTEEBHCRESNTENEEZRIET 5, MENARBIND -0,
DEBIZSIML TV A ORRES LT NIE R 520,

F7-§ 56.111 Criteria for IRB approval of research |21, IRBIZ X A HFFE&FE DB
e LTUTOETEMETZIERARDLENALTND,
(1) V27 oMb
(2) HIFF &SN 5 benefit ICBIE L TY A NBZUTH D,
(3) BERE ORIV AIETH D,
(4) Informed consent @ HE 15
(5) Informed consent NuELI 72 LEL 25T 5,
6) BERIELTCT—ZDE=F ) L I LV REE DR TE 5.
() BESE L THEBRED T T4 Ny — L F— 2 OBBEENE#EI NS,
21CFR Part 54 T, BRI T 2498813, ZOMIED AR —0 b0 5%

_71_



BEHRFEFERRP > TERO2VWHELHEL TV D,

21CFR Part 312 Investigational New Drug Application TliX. [ A& > ¥ — N
investigational new drug Z W7 EER#RER (clinical investigation) Z#BAEL k9 &
T 5% AL, FDAIZ IND A48 L7220 5720, Ee TAR U —I13 IND AR & 722
HRWERY | BRIKERBRZEHG L TERboRn) ZERHESNTWD, AR —] (2
LT, %, MAZRIETHY, 2TOMKRERILFDA DFEELZITHZ LI D,

clinical investigation: [EFENR— ANFNLL LD MEBREFIC L THE ., HIEIFEHA I D00
DR, Rpart OB E LT, EBREITREFROEFRITAIIBT2HERZ2ER,. o0 rEHEE
T

investigational new drug: clinical investigation TEA SN 2 FHMREH N ITEMEI, KIZH

BTN S 2 M 2 6 2,

Z 7R > Y% — (sponsor)

i clinical investigation ®BAAGIC

SEAF T 5 person, ANV —iHH A XL

BURAZE . BURHEEE, 2ATEERE. R, XXZ OO TH > TH L,

LA b IR EUR 23 E D T D B

i R AR (2

B L T Good Clinical Practice (GCP)

FHi DR D — R EFREZ ED D b O T, £OHFICHEAE - MIEEEICR L L TR % B
DD D EROESTFIH, RO ZEMFFEORLBIT R o7, BIKRBRICEEST S0 A K7 A

AR LUTICRTY,

HARSA %

M=

Guidance for FDA Reviewers and Sponsors

Content and Review of Chemistry, Manufacturing, and Control
(CMC) Information for Human Somatic Cell Therapy Investigational
New Drug Applications (INDs) (CBER April 2008)

EMAMREARD IND ZHET SRR H—ITRL T,
IND 28 &5~ E Chemistry, Manufacturing, and
Control (CMC)1E$RICEAT S EEIFEEZFLH-LD

Guidance for FDA Reviewers and Sponsors:Content and Review of
Chemistry, Manufacturing, and Control (CMC) Information for Human
Somatic Cell Therapy Investigational New Drug Applications (INDs)

(CBER April 2008)

RHIREAED IND HEDIED CMC I 5HEE
BEFEEDEED

Guidance for Industry
Cellular Therapy for Cardiac Disease (CBER, CDRH October 2010)

DISEBOHMBARERZELTOSRRH—ITRL
T.ATERER R VSRR ERDERET. IND IZE HBHRE
chemistry, manufacturing, and controls (CMC){&%R(Z
BAIHHEFELFELOHLD

Guidance for Industry Potency Tests for Cellular and Gene Therapy
Products (CBER January 2011)

HMERVEGFARESOBEEERIZHLT,
IND/BLA =X £ 9 53 HE (potency) ZRIE T 5B %E
ARITIEDOHEBEZFLO-ID

Guidance for Industry and FDA Staff

Investigational New Drug Applications (INDs) for Minimally
Manipulated, Unrelated Allogeneic Placental/Umbilical Cord Blood
Intended for Hematopoietic Reconstitution for Specified Indications
(CBER June 2011)

R R H—potential sponsors (FEaeMl/\> % - & 3T,
Tt 4#—. sponsor-investigators ¥ H D EENZE)
EYSBENERNRELT. R/INEDEEEHE LM
BREROLGVREOEFLFF—HSRIMUIRE
fEFmMBAREME FERMEEHFEDBERICHLT
EMBEEOBEBELXTOROIND HEEICEHTHE
=FEEDIED

Guidance for Industry
Preparation of IDEs and INDs for Products Intended to Repair or
Replace Knee Cartilage (CBER, CDRH December 2011)

IDE X[ IND DRRUH—[Zx LT RENBEDIBEDH
HVIEBEREERT IS OBBELETIRICEH SN
TWAAREFERICAEITIHEREEEZFLH-ED
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3. BEICEATH/ME - A FS514 0%

KENZHBWT, A - MARERIEBRIEORE TR L TED X D 72 oGNP FRYEN#EIL S D
D>, BHE O cGMP, EMRIFNZH#EISE XD c6TP, LN PLIEBRIZH WS D IRERIE (LLF,
PLcGMP & BE) IZPI 2 FDAE T R O EDH A R T A & i L7273 LRl A L 7=, il F D cGMP
& LT, 1978 4RI R ANCHIE S 7z 21CFR210 Y 211 O NE A FEAR L, AW RE o Rl
(23 i &A% FEHE L LT 21CFR1271,P1eGMP & L T 2008 4FHlEDLL F DA A X v A & kg
LTEh TN LT,

« 21CFR210/211 : Current Good Manufacturing Practice in Manufacturing, Processing,
Packing, or Holding of Drugs:General and for Finished Pharmaceuticals
(cGMP)

« 21CFR1271 : Human Cells, Tissues, and Cellular and Tissue—-based Products (cGTP)

 Guidance for Industry : CGMP for Phase 1 Investigational Drugs (P1cGMP)

c¢GMP IX. current Good Manufacturing Practice DW= T&H 5. Current 1LZ DR
TERFDOLVIEHRTHNLN TS, COMP X, ME TRAWEUICT VAL, £=4
YL, BETAZELERIETHVATLARRBET L LICHD, ThEBETFTHZ &I
FVEEMLE L TCOR—ME, ME, BRE, BRRIESND Z LIk D,

(1) FD&C Act
FD&C Act501 [21USC §351] Tix, EIEMNTME, LB, HaE, REZEICBE L T cGMP
WHI> TiITh T e 62 nZ ERPFL I N TV D,

FD&C Act @ 501 (a) (2) (B) I (21 U.S.C.351 (a) (2) (B))

[cGMP 1%, ZDIAINZEMICONWTIDOEFICRENEEREZMZL, TRABEEL WD & Eh,
FTOLEITRENTWER—MEMELRFD, MEEMEOFELZMA TNWAZ EERIETHDDD
OThDHOT, Wi, B, M, REOTFIESCENEIT O Mgk, BHEEH 72 &0 cGMP IZH A L 72V
AR, cOMP IZfE» TIilEE, E SN b O TRWIEAITIE, TORANTENEEIZEEG L TRV E R
MENBETHAI,

ZAUZHIY | 1978 4RI 21CFR210, 211 23l E S 4v, CGMP ORI N RO LIV DHIZE S T2,
F D1, JRH (API:Active Pharmaceutical Ingredient) DOHLEIZEIT 5 cGMP $5Et. Hlja
BRIZES T 5 #t (Good Tissue Practice) 72 &, FrEW'EIZRET 5 GMP faEt 3 HIE S
L8912 moTET, 2, BABVHOBEE CTH S P1 ERIKEERH OIBBRIEIT 5 cGMP
A RTA 2D 2008 HFATHIT SN, TOFFITIX, 21CFR211 MNEEAFEIN TN D
WHNOAEEZ BHGIT LD TH Y, PLIFBRMRAIDO L 512, AEPERLE, BlEL TWDHAE
PEFMT DL~ N2 EF ol <@ TR AN TR 2 > BB A MEIC o7, L)
ZERBITFOND, ZOPLIRRBEHOBIEICET A HA KT A4 X191 E1DH KT 7 K
DIETRITINTEY, 2008 FIZERDOT A X A& LTHRITS N, LLTIZ, TR
DO HEE DI DWW TR B,

(2) 21CFR210/211 (cGMP)

EEMLORE, LE, QR EORERT v I TEDND L, Mifk, BEITIEIZHOWT
DBATOLE LWIREBITHIEZREHT 260 ThH D, R LRMEITe MIEMAT S
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BRI 2 ST e NBERTHD N, 0TC L, ZOHEOMEN LRSS, &
WAl O mIC e NIIANRE TN DEMNICONTOIREHIT 2V, AEHENIL. 1BEED
WL - BUERRAIEST T REFEL T L TWAN, HE & L TROFEEIZOWT AL

WGBS L2 T T W W EE TR R ST 5,
- BERE L EEE (QC OB, EHEEFORE 2 L)
- B Lo
- iAo
CFEMEERE] (B MBS SN ORKEHRD) OFH - 55 -, SRS T RO
cHE L FOTEROEH
< HRAEL L T UL
- R L LR
- B RAE L
- RO OV
CRHE L E PR ORI OBE N SELIE E TOT N TOEBTOEEEHZRL TV,

ABFHNL, BET BN H D & X%, TOHE E/MEmicHS, o T D
HEOBBE TRV ERHEIS TS

(3) 21CFR1271 (cGTP)
AEHEHENIL, B NI, B MR L O - fHEk A N— 2 L 8 (HCT/P) 2B 5
DT, LLFD 4= MNP TENFROEEFIEN REN TS,

Subpart A : —#XHE

Subpart B : HCT/P Z 84 2 36T )3 iEH (LLT establishment & WE3) Oft—i 708, kUM
ET L HCT/P DY X b OJaiT il & et 3 5720 D FIa

Subpart C : Ml « fL#k D K F— @MW T

Subpart D : Current Good Tissue Practice (cGTP) & . BYERABDOE A « & - YO IE D FIED
etz oW T

Subpart E : Jig% (2 B89 2 B INEFIH

Subpart F : fip& DA LZZIZ DOV T

Subpart C R —E&MEDE TIX, WONBENHESINTWD,

1271.45 A Subpart O K= 1E

1271.47 FESL L, FMER L2052V FIE

1271.50 R —& L COMBIEOUE L

1271.55 R — OO MER%IZ, HCT/P BRI L2 il b e nitsk s, RELARTHIEZ
R AR

1271.60 RIT—O@EEEDOHRENTET T2 F TO—RREICHET IR FIH

1271.65 R —O@EMEREGH O HCT/P B ORE L, KOFFRIENTW A B R

1271.75 NPT —0—KRAR (R7V—=7)

1271.80 RF—ORBEO 72D OJESFFHIA

1271.85 #ifa e O Z A4 T OERICE D, FTFr—0RBROAER

1271.90 R — O O NEsFF I RS

Subpart C %, Subpart D ® cGTP D —BETH V| BHRMIFFEIRIC K DIEGED U 27 %8
bR 27201 FE—o0@jl], BBREZE ST WD, BYRMERFEAEOREEE LTk, HIV,
HBV, HCV 2 D% < D7 A )V A DA, Treponema pallidum., Chlamydia trachomatis 72 &
LI\ ZDT= 0 . T D OFFEED HCT/PIZIRA L TW D0 E 9 D ORRBRIEIZ OV T H ik~
HILTWD, N —#EERBRIC O T, &K Part THIRANHALTWD A, Guidance
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FITI N TUWAHY (Guidance for Industry : Eligibility Determination for Donors of
HCT/Ps),

Subpart D @ c¢GTP I(ZBA9 D &L, BEEORES - BLE s NIATF T N FHE R L
TWAHN, HE L L THKRD core c6TP BRI HFH I N TW D,
1) MERRICBT A ZME (§ 1271.190(a) and (b))
2) BREFHEICETLEM (§ 1271.195(a))
3) RIFICRT 24 (§ 1271.200(a))
4) fhifedn, REICET 224 (§ 1271.210(a) and (b))
5) U AU —IZBT5EM4 (§ 1271.215)
6) MTRONT ot AEHICHET 2T (§ 1271, 220)
) ZUVEAHICBE T A (§ 1271.250(a) and (b))
8) RFERICBIT A (§ 1271.260 (a) through (d))
9) HCT/P oA, AIEAT. EATICBII 284 (§ 1271.265(a) through (d))
10) $RftF kR ICBE T 584 (§ § 1271.50, 1271.75, 1271.80, 1271.85)

Subpart E Ci&, HCT/P =5 L7zt NOEMWEHNE L & &, Establishment DFH &
LT, ZOFEFD FDA ~D#H L HCT/P B ~D T~V 21T 5 Z EDNHEIN TV D,

Subpart F TlX. Establishment IX FDA DIEEOERBIC L AER 2 Z T AN ITIE R 5
RN & HCT/P ZH AT DO FIENHE STV D,

(4) PleGMP

ARHA XA (Guidance for Industry : CGMP for Phase 1 Investigational Drugs (July
2008)) 1, FHIMHREBELE LT MZEHLE S L35, kD L5 728K (EHRFICZE D
T —REET) TSI ND, MR SOTIEM . RRE R, U 7 T B
T LIV BIA ARNZEEE, mERLA . MM AR Sy AR IR A R
EAl (RFEBAEAZET) oL, 2O ORBRIEORE|IZIX, FD&C Act §501 |ZHEHLL
PRI B 2RWAS, eGMP JLE (21CFR210/211) ~D SIS N5, £7-. RDIEHR
HIIART A X ADT I Z 2T 720,

*PHS Act361 THDO b & TOHMBHI S b b b ofiafH kAl (Wb 2 “minimally manipulated”
EEND, BEOIRKIESE UTBEICHESNY L TV A FHBECREMEBRICH Mz &% x9)
*FD&C Act IZ331F 2 EEISERAGEME O G & 70 B EFEHIZ OV T O KRR

X2 MRV 3 FRBR O 72 I B S L7 BB IE

fPEICAR SN AT, HRIEKRDZD Pl ikBEE/M+ oL &L

sk PET (Z W 5 [E 3K H,

ARAA X AL, FD&C Act § 501 @ cGMP O A} ZHERL T 5 7= b D HL Y #H A )7 2 HER L |
HOETPLRBREORIEICE L TED L S 2B 2721 cGMP IR T2 Z L2722 %
DO, TOWMVMAFTEREZL TVWDIHDOTHD, HlZIX, cGMP @ QC FEECIX, 1) HHk
WCXEAL SN FIA, i) EOICEE Ik, KOV) s, MmARE CEM»r O’
L RSN T—F O 3EMRTLNIIEPLGHP ZJETFL TS Z LICRhbE L, £z,
WS ODDPDORTA XL AT LT, (RBEHERS D EBbhs i, HEHIL, FFEOR

16 http://www. fda. gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/ucm091345. pdf
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- BUEEB IR 5 cOMP IS G Lo, S TR, {E¥EFNEO EH 2 RiET 5 72
ﬂ%m&iﬁ%&%b AERA/R COMP 2 5845 Z ENFETH DL L, ML TW5, %
D=z, DIFER e fERME 2 BRI U, SUEBRE O M 217 5 | 2) IRBRIERE OFT, H.
%%LLT\@ﬁ%@&%%%%\ﬁ@ﬁ%%mmﬁét&@ﬁ@ﬁﬁ@%&é:kﬁ%
"IN TWND,

(5)%*
WZHWS LD HCT/P O BLE 12 1L P1eGMP 233 fis & 41, 21CFR211 @ cGMP B17E 2> & 1340 bR
éméokaPMWP¢Tﬁméﬂfwé@E%ﬁék\ﬁ®ﬁfw<0ﬂ®@wﬁ%

Do

OHEL & T ~VIREF O fFE %

@ TR

% R

ﬂj:cGMP‘F FEEMICHBIE STV D2, PleGMP TlE, HE LARTIIZ WAL v bR
NONTVDICTE R, TONRD | FHRARIGERILOEE SOV TIE, PLeGMP T,

tt@ﬁ‘]ﬁfb<m’\%ﬂ’(b\é75> P1 V5ERHIKIC LI E B /e O A REME A Tx A 72T BE

BRL7ZV e OBLED D LBDN S, ZhbId, cOMP BRREARE b REFIC AN TV D Ok

L. P1cGMP TiZ, P1IEER &\ 5 RRER 7RI TIRBREE D ek & AIEZ2 WV IS HE R 2 2

EEIEEHBICANTHINLThHD EEbD,

FD&C Act § 501 Ti., /BB A BET AR, OMP ICHERL L 2 7 Ui b e nW s HlES
Twéﬁ\m%®Hﬂﬁ®@%T\WP%&®iOLE%¢6W&£Oﬁ_%L\H&W

(=

O SCEL S - FIE
ORIk =51 R g Wik 4 1
OmErEt, MEBRCHELNTZIERII» > B L TRk INT —#

D3ODOFEM AL, ZN5H2 QCHEREIC LV EUNCEBINTWAHIRY . GMP Bk o
SFEAHEALTVWD, EWNWHZERTEDHELTWD, E72, FD&C Act §501 TiX, cGMP i
RO Ny F T OEFEICH LTERINRITNIER S0, & LTWDA, PleGMP T
IR R E Te, FRIC, MIRO L D ICEENRETEO—MMRESH KRN, H5D
WET R TORBHAZZEM CERNVWELIRGERHLZ D, Ny F T LD GNP EFEE
ML STV, BRI T T, E4MERH 0 E D RHICHIGAIETH D,

7o, PLeGMP T TIER< AAF A THY, WO RNITIELREENH L5/
EARTAZ AR L 72 THELIZ RN, W) Z LR D TA X ADFITY,
“should (T RXRETHD) DHOLNTWDLEAEIT, ZHERER, BIEZ2E®RTHH0OT
HB” L RENTWA L, £7-%—21%. “Contains Nonbinding Recommendation”
EERBfFIT N TS

—J5. P1 H® HCT/P #3E (2 21CFR1271 (CGTP) JREM MM S 4D D> E D D>, PleGMP X
i & il TuNvZe U, PleGMP 1Z1%, 21CFR210/211 (cGMP) & Do THE L NT-HHAID -9 |
21CFR210/211 1ZBE 3 5% < 51 H. 2R H 523, 21CFRI271 IZBT 55|, 2RIz E -
7= v, AWERRAIOFEM Z AW TV D ES T, 21CFRI271 & MEE$, 21CFR600
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ZHIHL TWAIZT TR0,

cGMP & cGTP IZENENMEHNRHETHY . EH 060 El& & WO HEOHE T
2 GBARICEY, MFOHEZIAT LR2TUXR 520, > T, P1 H® HCT/P #i&|Z
B LTl eGTP Z 5P LR HIEWIT 20D EEZ SN D, o6TP it HHIIARE 2 B v
WO B DT, ZLDORTONP ERARDHN, KEREWE L TROEH A TP IZIXBEM
IhTWab,

cGTP IZIFXBITRE N & D 0% cGMP 121X 72 W H

BEF OB, IERHEORBTHEZOEHOE T H

R —ofia,. MR EOROERE (& L CREREE)
LT Y MZEWER I RA LT & & FDA ZJE T HY

AR E ORBRENBRTEEZIMD 2 L OFF L1

. B OBBTFE O

W DN =

S

cGTP D ET= 5 HEVIE, YYEDE AN L ZH#, AL, SBEHE LIEEBZOLR R ESF
HEWHIZETHD, ZDTOIT GTPIZIE, R T — O & ORFERFEN A > TE T
W5, cGMP JZ Y P1eGMP 121X, 2D X H 72 U A7 BIED 72 O OFFER 2 GREIT A > TE T
RV EEMEDE SIS B P1 O HCT/P 85EDB-A121%, P1eGMP & ¢GTP i & A 85174
HZEnEEEbD,

(6) BEZEFEITET 2 I

BAE - MlaEROERLENEICE L, FICHREE ToORBRER L (GHRE) ofbE%k
FEICBY L EHE S K LT % FDA BUHNEIAETE LZe vy, BUEASFE AT S 4L 72 A4 B9 15 3K 5 oD 1
[BlZEE (Cooperative Manufacturing) (2B L TiL., ™ CDER, CBER/FDA T A K7 A
2008 FEIZFEITS N TV D,
Guidance for Industry : Cooperative Manufacturing Arrangements for Licensed Biologics

(CBER, CDER/FDA, November 2008)

KAA RTA AL niE, MAEEZREKOM>OHT Y —THIF T, 1,
M, VO —ATiX, 21CFR1271 THLEI X4 D cGTP & 2 W T — %72 cGMP (21CFR210) #i
HOb EITHRBREZ BET 2B ERH D, T O —ATO c6TP RO LEMIZIRHTH
o FTVTHOT —Z2ATHENIEE L FDA DEZDORRITRD.

F4-1 WEAREONT IV —

hF3a)— Bz
I.SHORT SUPPLY | E# ¥ . HAWNIFHEEMBEOAFHIRBDRRICESBEIC. COBREICIYLDEMEDORBEE
ARRANGEMENT ZTABETHS, PUILXF—AFINEDOORERE. RitEMEFRNED-HDEE. MAERTO

HRERAEOOOEHRLGEOFNERGE  EHICEAEFT>TOVEVWEYEROZEA A5,
NEHTERBICEFY. HEOLOHICRRAICEMBOAFADLEICH>LLBEDEHE KK RDLO
DHETHD. COBEICIEWVNBICIE, HBFRBITHo1=IRR%E FDA ITFHBAL. TOEEEBINE
NHEHE . EODDEREIITIILENDD.

17

http://www. fda. gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatorylInformation/Guidances/General/ucm069908. pdf
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HhFa)— BE

I. DIVIDED HEHORUSEENPELTEEL, WThi FDAICERIN. BEOEYHYEDEENFATINEG

MANUFACTURING FHIEVNFEWESIBGIREEEKRT 5,

ARRANGEMENT

II. SHARED FEHIACRERYUGFECHEHBTRETEIRNRMEEAL VAV LAS  WETEO—HEthD

MANUFACTURING A EEICHEL L TREAEAEZEET Ay — AT . EHDAEEN LA ETEOREDH

ARRANGEMENT ICHEEFEZIL. BE5T233RTOELHN FDA DEAEZZHILENHIN. TEOIRTORE
ETEIZEORME TV, MiatEE . Bl . BAH MEEASRGEOEED—T@ENIE
LTHETET—ADNEN . TNTNOEEEN TN TN BLAZTHETLHILICHHD T, BERT
ICEETETRTORFBEICHLENENNEEEZELEDIEICHS,

IV. CONTRACT FHIOREERFCTHMTEHETEIENEBEAL VWV LA HETREO—HEMHD

MANUFACTURING HERICHIBLTIO > TRREREZHET S —RA T, A REES O EH LZHNEMEL

ARRANGEMENT THRO—HHEINILHEEBET L NBEOHRNUENDHALELY. . BLARFERIXE—OEE
ET.RATAEENH R[N BLA [CEHMLTHESNTVWDIEDRIZTHETAIELEST ., 2H
HEENEREL-IRICOVWTHRAAEENLETEEZEETHLICHD,

KE TN L ~UL T E L o Sl
JNCi%. CALIFORNIA HEALTH AND SAFETY CODE'®(Z
FRLEST A2, "MELTZ LI
X)ﬁ%gf%é ENRHEENTVD (111615 I
i CIE 72 <, JEFE (API) . biologics, KERWEHTIE.

28. Drug Products Manufactured at this Location (check all that apply)
700 Bulk pharmaceuticals (AP1) [] 704 Controlled substances (schedule:
| 708 Biologics 712 Topical
[[] 701 Medical gases [[] 705 Approved New Drug
702 Radioactive "] 706 Investigational New Drugs (IND)
[[1 703 Veterinary [T 707 Biotech

&C?FEMUZ\%&? LIAHEND D,

BIZIEHV 7 H V=T

v MPIC R IT D AL AT R A

State Department of Public Health @] (74 &

H), TOHFEEICLD &, HEEITMA

RIS 7 Y —RlZ72 > TV 5D,
DEA#: (attach copy of DEA certificate)

[] 709 Parenteral
710 Oral Dose (solidfiquid)
] 711 Pre-IND

[[] Other (specify):

S ICR# 4 2 HCT/Ps B DO A R4 V% ZUTICE LD 5,

HARSA2 %4

M=

GUIDANCE FOR THE SUBMISSION OF CHEMISTRY,
MANUFACTURING, AND CONTROLS INFORMATION AND
ESTABLISHMENT DESCRIPTION FOR AUTOLOGOUS SOMATIC
CELL THERAPY PRODUCTS (CBER January 1997)

BERAMBAESROREZEITHNLT, FDA HEE
IR A2EEFTORICIREITAECMC KU
establishment R DIFEHREFELDHT=ELD

Guidance for Industry
Guidance for Human Somatic Cell Therapy and Gene Therapy (CBER
March 1998)

EMAMRRERRVEEFAREROBERE (X
LT EGEFARAEBRARIS—DORIE. RERR
5 HRBRENIZ—DORTERRARICET SR
HICE I AEMERBLIHID

Guidance for Industry

Recommendations for Obtaining a Labeling Claim for Communicable
Disease Donor Screening Tests Using Cadaveric Blood Specimens
from Donors of Human Cells, Tissues, and Cellular and Tissue—Based
Products (HCT/Ps) (CBER November 2004)

EEMEREORBROEEEFRNEHITHLT,
HCT/Ps DR F—MD R —=2 7 2T K M 55 $ D Fl
AZEDHAI-ODOHARETIODFEHREIRMTLE
)]

Guidance for Industry
Compliance with 21 CFR Part 1271.150(c)(1) — Manufacturing
Arrangements (CBER September 2006)

HCT/Ps D& E# 1T establishment ¥, &ED L AV
SR THHTHLEM. EEXIEHEICLYRID
establishment [CE 9515 & . 21 CFR 1271.150(c)(1)

EEFILEENHILERALIZLD

Guidance for Industry
Eligibility Determination for Donors of Human Cells, Tissues, and
Cellular and Tissue—Based Products (HCT/Ps) (CBER August 2007)

RF+—&E M D W E1TS establishment A%, 21 CFR
part 1271, subpart CDEHEEF T HDEXIET 51=
HDHLD

DRAFT Guidance for Industry

Validation of Growth-Based Rapid Microbiological Methods for
Sterility Testing of Cellular and Gene Therapy Products (CBER
February 2008)

FAHEERRVERFAREROEFEARAD
BiEEFMALLAEBEDENRBRONI T3
ICELT FDA DR EBREFTEDH-1D

Guidance for FDA Reviewers and Sponsors

Content and Review of Chemistry, Manufacturing, and Control
(CMC) Information for Human Somatic Cell Therapy Investigational
New Drug Applications (INDs) (CBER April 2008)

EMAMREAROD IND ZHET SRR H—IIRL T,
IND 28 &5~ E Chemistry, Manufacturing, and
Control (CMC)1E$RICEAT S EBIEEZFLHLD

18 http://www. leginfo. ca. gov/. html/hsc_table_of_contents. html
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BAFSA~%

M=

Guidance for Industry

Certain Human Cells, Tissues, and Cellular and Tissue—Based
Products (HCT/Ps) Recovered From Donors Who Were Tested For
Communicable Diseases Using Pooled Specimens or Diagnostic
Tests (CBER April 2008)

HCT/Ps BB DR F—DEHREFHIITT S
establishment [CX LT, FF—D@EEHE (BT St
EIH& 21 CFR Part 1271, Subpart C DER Y 5380
EEEFEHLD

Draft Guidance for Industry: Use of Nucleic Acid Tests to Reduce

the Risk of Transmission of West Nile Virus from Donors of Whole

Blood and Blood Components Intended for Transfusion and Donors
of Human Cells, Tissues, and Cellular and Tissue—Based Products

(HCT/Ps) (CBER April 2008)

SmMBUMERSE BBV HCT/P FF—REITHL
TFDA DEBLIZFF—RY—=0 5 T7yvAERAL
T West Nile Virus Z3ER3 BEDHRFBIEEZFLOT -
£X0)

Guidance for FDA Reviewers and Sponsors:Content and Review of
Chemistry, Manufacturing, and Control (CMC) Information for Human
Somatic Cell Therapy Investigational New Drug Applications (INDs)

(CBER April 2008)

AHIRAED IND HEDIED CMC 1T HHESE
EEFEEHEDLD

Guidance for Industry

Use of Serological Tests to Reduce the Risk of Transmission of
Trypanosoma cruzi Infection in Whole Blood and Blood Components
for Transfusion and Human Cells, Tissues, and Cellular and
Tissue—-Based Products (HCT/Ps) (CBER March 2009)

HOAOEMRUVMBERSHAEHETD
establishment R U HCT/Ps FF—DE R EBEF1TS
establishment IZ%f L T. Trypanosoma cruzi [ZXxt3 3
RAZHRE T % ELISA BRI R T LD BLA % FDA A
AKETOHEDHRBIFICONTEED=ED

Guidance for Industry
Cellular Therapy for Cardiac Disease (CBER, CDRH October 2010)

DR B OHAEERARELTOARR Y —IIHL
T.HIERR R UBRKRREBRDERE . IND [CEHEIRE
chemistry, manufacturing, and controls (CMC){&%R(Z

BEySHBEFTEEFLHELD

Guidance for Industry

Current Good Tissue Practice (CGTP) and Additional Requirements
for Manufacturers of Human Cells, Tissues, and Cellular and
Tissue—-Based Products (HCT/Ps) (CBER December 2011)

HCT/Ps &% 9 % establishments [Zxt LT, 21 CFR
Part 1271, Subpart D & U\ Subpart E [CHESh 1=
cGTP £ 8F T 5O DHREEEFLDHLD

4. ,Eﬁ Lﬁntu'vggj—éiﬁﬁ%u ﬁ"f F54 )%

(1) BHE DA
FD&C Act 2 TRPHS Act IZ

lIl H ‘E&& FDA @Eﬁjbﬁkwub)ﬁzgk éﬂfl/\%)

FD&C Act (21 USC §355 New Drugs)
(a) Necessity of effective approval of application
ZIK section @ subsection (b) X% (j)IZ

EZOERKEZMNEETN2WENIHED 2 WIXREO 7= O

X 0 HCT/Ps % & To [ 38 5 XX A9 LA &=

CHID S SN HEER KRB INTOZRNWRDY |

ICEEBIAA TIER B 720,

WSE L0

fIANTZD &b 4

PHS Act (42 USC §262 Regulation of biological products)

(a) Biologics license
(A) 3%
(B) B 5h Ol 2 D 21T (1) B4
WS TWARWEY . ALZY &Y,
WIXRIB O 7= DR BHIAA TIZ R DR,

Biologics license application {22V Tk, 21CFR600-680

VEEIRHIHIL, HFEE
?%i—\‘%kfcﬁ/)(l/\%)o

(CBEY D, WonRE

AR EINT-HAERUME TIX, £ 2-4 (B2=5E
R FE oMM ZFH L2/ SN2 Tnd, F2KR

& - WE ‘iﬁ%%ﬁiﬂ’migb\iﬁ

% biological product 2%/ 9 % biologics 7A BV ANRNEZTH Y
(D) WEFEOLET, FEFr. BEES., Q1D REOAIR, 2P
W72 5 biological product N & F 7273 % Bt 5l

BT B R,

Vi)

WZIRE S D

ICHESNTWD, HFEIZ
AR R BRR . B AR AR |

1H) R L7ZX DT, Mo E K

BLEL O IV AIAY 2 B N > 27 (Duke University School of Medicine. New York Blood

Center,

SIXBRSN) . 2
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5728 biological products/drugs & L CHfil 3 & &% X, biologics license HiE %
THo X oK=Lk D, FDA IX Guidance for Industry: Minimally Manipulated,
Unrelated Allogeneic Placental/Umbilical Cord Blood Intended for Hematopoietic
Reconstitution for Specified Indications Z%{T (20094 10 H) L., ZDOHA XA
TiZ. minimally manipulated T. MEEE" SEEOERBIZEB W TEMMBEEED BHEES
HJE L, RI—C BROBRWE =TI D 2 & 28K Ui /I i 5 2t
L T biologics license ZlfGT HBROEEFHELE L DO TV D,

FAEERKEOARBICEEST 204 RI7A4 o F a2l FIORT,

HARSA2 %4 BE

Guidance for FDA Reviewers and Sponsors: Content and Review of | {AHIIEZAE D IND HIEFE DR D CMC IZE T 5H#ESE
Chemistry, Manufacturing, and Control (CMC) Information for Human | IHZF&HT=HD

Somatic Cell Therapy Investigational New Drug Applications (INDs)
(CBER April 2008)

Guidance for Industry BIMADEOEVMAERSEREFEETD

Use of Serological Tests to Reduce the Risk of Transmission of establishment X U HCT/Ps K —DE R IEBEZF1TD
Trypanosoma cruzi Infection in Whole Blood and Blood Components | establishment [Z%tLT. Trypanosoma cruzi [Zx 9 5
for Transfusion and Human Cells, Tissues, and Cellular and MAEBRE T 5 ELISA SHER L XT LD BLA % FDA A
Tissue—Based Products (HCT/Ps) (CBER March 2009) ARATHEDOHEREBRICOLNTEENHE=LD

FEFIEEZ DR L TEFELFEOREZR BT 2 ER T 572012, 8% OFA LS
BRx REERENHRT ATV,

a. Fast Track

Fast track IZBAR A RHET H 7 OICHKEI SN T v AT, HEREEZIRHE L, unmet
medical need %?ﬁ%f:ﬁ“@%&@%ﬁ%a_ BT DD THD, MRLERDHREBIHFRITHIIR
IXEEVN, IND BT ~BIRE DO W OB T Fast Track JEEDOHFENTE  FEESN S & FDA
E RV EWHEETHKD neeting #FHOZ LN TE, BFIT-FHLTIEELRTIZ RS
RVHFEEEE ERNAHTZERN L DEIL TR LEEZZITHZ N TE S (Rolling
Review), F7=. RIEIZRT Accelerated Approval DOXfE & 72 A1E )y, Priority Review
DX & 72 5 A EEM B BV, Guidance for Industry Fast Track Drug Development Programs
—Designation, Development, and Application Review (January 2006) {ZZEHI2N iCE S v
TW5,

b. Accelerated Approval
Accelerated Approval (. 21 CFR 314, Subpart H — Accelerated Approval of New Drugs
for Serious or Life-Threatening Illnesses IZE-S<HIE T, EE X ITAMICEb A E
Zia R L. BEF ORI :J:I:f\‘"(%%& R EOFER S - b T HEICRH L THEA SN D,
+ FCELK B INZERRABRIC surrogate endpoint (ZX} T D HMENREINT=H
B D WITERFEX iﬂiﬁfkﬂﬁiﬁrﬁ’]ﬂ( RELLAN D IR endpoint (2% L CHZMEN RS LT
G ld, BRBARRP R INAAEELRH L EVIEDTHD, = KA A > b (endpoint)

19 http://www. fda. gov/forconsumers/byaudience/forpatientadvocates/speedingaccesstoimportantnewtherapies/ucm128291. htm#compare
20

http://www. fda. gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/DesignatingHumanitarianUseDevicesHUDS/default. htm
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LiE, WRITAOBERLZHMT 2808 MEE O Z LT, @HE ., TR, REORIER,
QL »Z&Ak, BMEH ORBLR EA3MH Y32 (true endpoint), LIALRDH, Zhba i
HIF CHIEEME T2 Z S IFEE L WA, —RITIBRIZB W T, EHIH TRl T 2B EW
T KA A b (surrogate endpoint) 23R X5, HilZ S R RERZ MG L TH
AR FEFET D L L b, TREOZEMEFHELNETHDH, AMENEFEIANIL, &
HWOARBIZH O EZ BN 5,

c. Priority Review

Priority Review 1%, {ili/ @ D W RBEENPFIE LR WEEN ORI RIEEEZ L6
T, DI, TIROEFRE X THERUEN R ONDGE ., @ 10 02102848
M % 6 /A2 S 5 T 5, MANUAL OF POLICIES AND PROCEDURES (MAPP 6020. 3) :
Review Classification Policy: Priority (P) and Standard (S)72 A ~== 7 ILNIITX
T35,

d. Humanitarian Use Device (HUD) ,Humanitarian Device Exemption (HDE)

MDD GREITRHR LT 5 ERERIT. ARRECZEHOBENLHEL, BiEEDY
A=V RBIADENTRENDID, ZOX D REEBOWERBOAL T 4 752525
72z, R EERRER I L 2 B MEOFEIEN WG A THIRZRITEKRN S LD X 5 #l
FlEnTnWb, 2D Humanitarian Use Device (HUD) Humanitarian Device Exemption

(HDE) T& %, HUD &iF, KIEPN THEMFIEME 4000 ALLF OREDZE & 5V I3 TEHE
CHWwenD Z E e B LEERKESZ VO, HAEERRG TIE, Epicel (Genzyme, i
sanofi) W& 5,

1996 4 6 A 26 H .FDA |Z HUD |ZBd¥ 2 LR ERMERRIE Z AT 2 72 O 21CFR Part
814 Premarket Approval of Medical Device @ Subpart H Humanitarian Use Device % ¥
Hfb L, 0%, 1998 4, 2008 FFOEIEZRTEIEICE > TS, o, ZOWEMEEZ M
WCHLD D 572012, 2010 4E, 2011 EIC HUD ICBHT DA RIA4 v 2 REFLTWD,

Guidance for HDE Holders, Institutional Review Boards (IRBs), Clinical Investigators, and FDA
Staff — Humanitarian Device Exemption (HDE) Regulation: Questions and Answers (July 8, 2010)
http://www. fda. gov/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm110194. ht
m

Guidance for Industry and Food and Drug Administration Staff Humanitarian Use Device (HUD)
Designations (January 24, 2013)

http://www. fda. gov/downloads/ForIndustry/DevelopingProductsforRareDiseasesConditions/Designa
tingHumanitarianUseDevicesHUDS/LegislationRelatingtoHUDsHDEs/UCM336515. pdf

HDE 7KZE A 15 AR . AN Y AR OV T HD & L COREEZZITALENRH Y |
SR EBE S, MR ORI, IS G HE 4000 ZUNIHEH SN DXL TH A v EnTn
HZ L EFOMmBAEBEZEAVTZHEEE % 0ffice of Orphan Product Development (ZHEH]
LCEFDOJRELZIT S, HID HHEDH#IZ. Center for Devices and Radiological Health

(CDRH) |Z HDE HIE5EA1T 9,

HDE FiE I, EFEX, AAEICHB VT PMA (premarket approval) (ZFEAIL 72 D Th 508,
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%Vﬁ%?ﬂ?%’Eﬁé@%éﬁﬁé@ﬂ%%g*éhfﬁ%f\MAﬂﬁﬁéﬁ@@
DEMENBRIND, HEEICIEL, BEPAY CTERREFREOY A7 25| &I &k
W BLEFRH FTRE 72 B e %éwi%wm@%%%®917&ﬂﬁ%%ﬁbf\%@ﬁ%
WCEVBIEHZIENDIEEZONDIHEAEEDY 27 % ERSFIEE G2 6T/ REEN D
é%%%%é@é;5&+A&%®%ﬁﬁ€ihfwé%£ﬁhéoé%m\$% (B2
$@5wir%%%$ﬁﬁ¢é@ . AN EWNE £722 9 Lt iEsgiseas s
NikZ1e @ﬁ??#f%fm\%%pﬁ% Lit X 50,

HDE & L CRRAI SN 7o EFMEAIT HUD & L Tfilctiit s ns 2 &R ond, Ln
L. HUD (X, FDA 2377 Lt%ﬁ;owf RO IRB (RBREAZB S H 2 W) (3 fmet
FER) ILL o TARINTZGBICORFEANRD i, £, HDE KRB %=1 T2 HUD
@%ﬁf% mEf%méht EFM%@H%T@%%%%FA_H\La®%mm%

2 (PMA) 245720 uE 7 672wy, IRB I, Mi%EHEHEBE COBKMERIC O W TEET S
ﬁ&%ﬁ?éo

HDE & L CORRFEA R 2% 1} 7= HUD 1. KRR CoOAMMEDFEHZ LI %f@ﬁ%
DRI NTWAEDIT, Efitg o FDA IZKT A3, dH O PMA A& Z ié%“
NRTHEELFEMTHEDOSWIREREEMMTONATNS

(2) RAREFEOMHMH

%%ﬁiﬁﬁﬁﬁﬁﬁtﬁdZT7?Xﬁ“éﬁ%%@5‘ﬁﬁ’\]f£7°mﬁx TERHBR CTH D25, (50
DFEMIT LV R A~DOZIMB T E WG E . milth 2 EBICHEE LMISHERFED 72
WIGG ., MO DEIREEZLH LIcWiEa 72 Ei)§?a\_ V9%, U??ka%‘lf ZZNHDEEIC
ST d_< . THIARHEE ] & L Ccompassionate use” LT, —ED/NL—/LD T, K
RRBEE~OT 7 AR LE T OHENFET D, KETIE FDA OAXLEET
13" compassionate use” & WD HAFEIZFEER T, investigational drug % JBER D FERH A
VISl A A1L” expanded access” EREIENLTW S,

FDA 75 [ 38 5 o0 #L i 2 FE A9 12 BRAG L 72 1960 4E{872> 5 1980 AEARAIIT 2T Tk, KA
OB hA~OEHIXTXTIND Hi55% FDA AT H Z EMED LTz, ANER o B
W EDIBRBREDORE TCOEHNERD O LIZBEO LN TWe, LNLARRD, KRAGRED
WRERTOMAIZ, 1) MEEFOMHGEEE. 2) EMICRLFOEE DS, 3) BEDA
Y=L R arkry hOBBEOFRRES T, FDA A4 F LHFEEOBMAN I 2 =7
—varyxZBLTFDADKHEEZHFTDL L VI IFAXRBRETHY | HHOKRTFIE, FEUE,
MR EERRFNTDHA KT A4 > RN o T2,

1980 FARUCR Y | =A ADBIER KR E R L 72 0 | BB DA 2B HRICH W Tz n e
WO BEDOHEENRELS o> T&E T, FDA I, = A XBEEDPRAREI T 72T 50%
T 57012, 115 IND (treatment IND)| & TWAT T w7 « 7 h2—/L (parallel
track protocol) | &\ 2 DOMILTTEETIRBEDIBRICH VN OND K DI L, T DR
IVFER 2 ikf b9 57212, 1983 4E, FDA X V898 INDJ (22T proposed rule” %R
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L7z, £ 2 CTIHRABEDIRBELEMIIONT, =/ AWO LI REELREEREL b o724
FIZX LU THEHAIREE T KM DO ThH o7z, FEANX, BRAT—TY 2T, BKRT
DENEREEICTRIS I, BRICEDHEE VAT DONRT U AEZFE L L&, KAl
R DB EZELYTEL L EITITERELZBEICHWDLI Z R TEDL LT L
7=, 7 proposed rule” [F/NT7 VU v 7 a X NOH%IT 1987 4£ 5 HIZ” final rule” & 72 -
7o 7 final rule” I%, @FBLAILICEYAE L, 21CFR312.34 & L TARITHE LS
72, [WiT T v « 7P bha—jb] [Z2WVWTH, 1990 4F127 proposed rule” NH 7=
D, BET 7B RAZWMEICTEEL T, Bt - AOMEOHREN S TRNWI EAMEE S
AU, REIZT final rule” L3> TEB LT, CFRICIEFERHE: 20,

2000 FEAANEH, & %44 Abigail Burroughs 23, JRERHEIC K D21 EM LA L7226
DOLT, OO TTLHENIFHNEE, ZNEEECT S A LEE (Abigail
Alliance for Better Access to Development Drugs) DR IN T, BRIEDBED -
DT 7 AZEIERT H L9 IEFITIER e EE DR Sz, TRGERE,. FDA Z M FHi-> 7=
HEIRBHFT~ O/ E OB X 28T, FDA 1T 2006 4F 12 A, EEREBBHE D RKRE
AT I VAT HOE L OVRZIZT H7280D” proposedrule” ZFE LT, D%, 2009
£ 8 HIZ” final rule” & L TEMICHIE, 2012 4F 4 AIZARXIT 21CFR312 Subpart I

“Expanded Access to Investigational Drugs for Treatment Use” & U CTIERZRITH A
IAE A7z, 21CFR312.34 1%, 2012 4F 8 AR E THEMBANE DO FUITHAIA TN TV, Bl
fE1% 21CFR312 72 HIHE SN TV 5,

ARHLANTZ X 5 Expanded Access # A OMKHEL, L Fom@EY THDH (312.305)

. BFEEFEEHLDLI VL, BELIZEMORBEROH D EEUIRNICH VU, FERH D WVIEMHEDO W R
BIFREN RN L

2. BEBZTDHTHAIFEN, IBENHEMAIZED2EENY A7 ZIESLTE, VAT IRESNDIE
BRI S L TIERFEN O TRNWI &

3. 1RBRERIRME S, ERIRERBR OB, FITERETEZHITHOTRNI &

TV THERBERXIIWERM (serious disease or condition)| & iE. IH A2 D4
TEHREEICFEE MR B2 5 2 DWAIREBZ M4 5 RESUTR AT, Fa kO H CIRER
IRIRHSIREE L WO 2T TIRER .+ TRWA, R Th 2 0 BmRMER AT, WIIR
REIIARA W Th DI EX RV, EEIRUPEE TH L0 E S 0%, £F. BHx O
LWV o TZERADORE, B REZ TR0 E XY BMARRE S K BEZRRG A &
ITT 2 AREMEICEE S SRSl SN D) 2L, £ TELIZEMDERD H 5 FEE
TR M (immediately life—threatening disease or condition) | &i%. %+~ HLIWNIC
UMW Z 25 AL NDH L, HDHWVITFRHOIBENRWEFRTNRRESL L RIAE
No 85 REHICHDEER] 2T,

HARE 205 5813, BRI Fo L) ITHESh TV D,
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% 4-2 Expanded Access DXt EEH

EFREXR

CFR D% L &R

EFRLEH

RERERAOHR
ERBHBEEAN

312.310

UTEFEEIL. R E2EITIEMICKIBEADEEDARBEITAREZANS
%,

312.305()NEH (BB LEEHDIWVI. BELICEGTORBIROHIKEEXITRR
IZHY. RELEHIWIEFEROWREABEZNGNIL) EF@mL. D

(1) BEICSECYSBVRIMNEERICKYBIVSIDYRIIYERELGVEERRAER
EL.MD

(2) BHEHNPLUZOEZEEFOIND XIEFTOLI—ILDTTAFTELGILVE FDA N
BEO=15E,

EECORBEAHEICELLBVFERRLGIBEF. EETORDBLHYS5.

PREIFREDE
EHEM

312.315

(a) LTOLSGKRRDIBE. BH55,

(1) BEHNDECTABIHEOEVEDOEBATEEDORAENGIN T,
(2) BBAEBEINATVEN, AISHDOEHRTAERICS M TEALY.,

3) () EENEKBEINTLIAREHEDEHTRICHRSN TR RIEEER
SNFBIEEHICEBLAL., XIEG) TOERTEGVWERREFAELEA—DRE
=E5ATND

(b) 312.305(a) DEH-Z =L, HD FDA A

(1) BESNTVWIAELESHBTERNRLETHLILED+ RN HY . Tk
RK7IEADLHETERNERESNSZERDNDIEELZTOHDEELZRASEK
HREREELILTES. HD

(2) DIHCEBERIDNBERMNICED THSAET DT HRNBERKRIIN, HE0NIEFE
ShEBEEERTOMKRTIVERERANZ LT ABRDERKRTHDETHHEN
DHLZEBHRICEITHFHHERKIENLLHS,

AR IND X [EA
m7Oka—)L
(EER&LYKRER
EH0EE)

312.320

UTEFH-IX LHEGARIEBREEALSS,

312.305()DEHZH L. D FDA MY

(1) BRFERBEERLBREABRAEET THINXIEE TOBRKEBRILTET
LTEY. D

(2) AR —DEIBHICIRFTERZEZERLTHEY. HhD

Q) () BEEGEEXTKRRENRLETIIEEIE. REMLDEELEMHTLI 0%
BE R BIZZEE LA DT &, UL, (i) EHICERDBIROHZEKEE XXX R £ xt
RETHHAT. BTG EMIMNSEBRENZOERICHLTHEEZSE
L. BFICTEBLRZRGIRIEZEEZHRWEEZLEENLTRNEEZ 5L, 2
HB5E.

FDA |%. 1987 4|2
IR~ D 45
B HB ORI

w955,
HZ EIZXY,
AQUN ¢

5. mkR&E®D

LT,

D EHE
iTo T\ 5

21CFR312. 34 % &\ CTIRHE IND |
HRONL— LB HLEE LT,
WHEENDHDHLDTH D,
HESCTFRHE R IOV THILER 72D TH DM,
IRV 2 AR5
TRBREE O A E M 513 FDA D A&ARR

BT 2 AN AR T D &R,

ZON—VE, —ROBRBREDO LR 6T 1R
WIE L — VX, RARBEEZGEIZTLHED
ZHIC XD AR —1TIRER K

RIBZENTE, ARV —~DA BT 4 TD—DL

JFLWE Lizhs, Tk, FDA iX, 751%“&?‘

AR —~OBAHENEEL 2 BRI IZED 5D & OBLS )

WCBAREH AR TEL 28, £,
MFx=y 7T LR THoT,

FAEICET S -
K [E FDA iX. Post Marketing Surveillance (PMS) Z fENZ L.
HEERXLEREMRICLD2AFFLZOMMLOKRER

T e (Periodic Safety Update Report :
b, HEE., EFRFEMENLOMEIFMEETH D08,

m*éﬂéﬁé#@@@%®?%éﬂko

HAFRSA4 0%

BEBIA Y —~ A TR &
2OPFRE L, WEZHEND
PSUR) IZHEDSLE=4Y 7
IR T LU T OBE IS

E 0 btk 3R, W T L oRIEM®E. £ORIZFERBENEZEMN T LT

5, Fl. B0, THLAEWXITEKRAFERELREZH - ZRHZIZ, £ D 15 HEAN

Z Alert

Report & L CFDAIZHE L2 T LI WIT 2 W, Z DRI & 72 51T U TFTD2>5Th 5,
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21CFR314. 80 — Postmarketing reporting of adverse drug experiences
21CFR314.81 — Other postmarketing reports

PSUR @ 1 TliX

“HEHG (adverse event) FAMRI O EEL
LTTID R ERFR DY) & O

CIEF OIS 22 BT T o NB I ADEH

- JEHN D ARV O B
FOFREIZEL T, R LAREPRE SN D,

FDA 0i\ :ﬂ%ﬁ$$%$§%%ﬁﬁi L C. #HK|Z 212 Adverse Event Reporting System
(AERS) 7 — & X—2HZAEf L, —RICH AT D & &b, WE, ZOEKOL LML
FTATANRNCHESTE=ZZ V7 LTINS,

PLEORIWER RS 2 I LB 0IE I, B2 M L% FHaEgrzen
T b, TIREHENZEIL, 2007 G212F%h L 7= Food and Drug Administration Amendments
Act (FDAAA) 4)1Z3:-3< FDA OMSREEHR D —>o L LT, HIRZICKREA O, L4

PEICBA L CFDADRZE DA =T 7T 4 72 WOMEMETHY . LTFTOZHDEXNH 5,
iR I v b A MR (Postmarketing Commitments: PMC)
- TR B A (Postmarketing Requirements: PMR)

PMC. PMR @ FEATIFIEICEI L Tl 2011 4EIC2 FDA L W H A & o & “Guidance for Industry:
Postmarketing Studies and Clinical Trials” AFITI LTV 5%, PMC IX. 7KERHEF|Z FDA
RN ERTERELZHETH Y | AR CRE S NEACET 2 HERORE %
fioFAHME T 20, WIS PMC 2 F i35 Z Loxb 3 2 IERME T2,
WZiE, BEICEFEREICESTICHEDL L FEMI A TVRVPMC Z W I L AMER S
o2& bbb, PRI, FDA ANEEESAIC BT DMATH Y . FDA X, LLFD 4 >0k
PLFIZHB W T, PMR ZHlKSHIC BB T 2HERE AT 5,

— BHI7KER (Accelerated Approval) %#FRO7-HE

—/NEDORMIZEE T 2 IERPARBEFIC 45 TRWEA
—EMERO B TERRBINTZSGE

—fakRtt (risk) ZFHEi+ 2 X4ENH H5E (2007 005 H7-12BM)

PMR (3, /NEBEBIZE S 5 B WS KRR TRVWEERR VL RNT, G
Pz Rl 2 BEN S D HA N EV, HARGHIIE, @35 - RBE N RS ORI
IR D | BRRRER, EERHAEE TRAVWSERGEL TS,

F v EOHEBEREZ GO -FHARGHCIE FDA 5 L. FDA O T ¥HHERIZMR V23,
TR B A IT A RANICRE SND Z ENZ N2, BEESH T FDA OIS 2% T ANLD 2
L/ E AN

21 http://www. fda. gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/default. htm

22 http://www. fda. gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM172001. pdf
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BHKRICE LTI, Z20ENRH Y, —DiE, 21CFR314 Subpart H “Accelerated
Approval of New Drugs for Serious or Life-Threatening Illnesses” C. Z#lLix. FDA
21992 FEACENL LTEHIECH D, KBEDOHW & T2 2 Ix, A EMm~DOF A K
ETVWERIFIZOWT, BEFORELZ LR EEIREZFOERMZ RUICAR L LS &35
ZEThD,

b9 —oOOFE&FRIL, 21 CFR601.41  “APPROVAL BASED ON A SURROGATE ENDPOINT OR ON
AN EFFECT ON A CLINICAL ENDPOINT OTHER THAN SURVIVAL OR IRREVERSIBLE MORBIDITY”
T, ZHEFAEDTFRRANCEATLIHETHY . BT FARA 2 N TERRET D Z LA
EHIELTWD,

FHERBINTZHKAOBE ., BEBAEMECEL T, BEXZX7 4 v FE2FHIT5DIZ
Y LR ENDLIRI~ =T —Z DM DEEIRNRICE SV TERDB ITOILD, FHIAR
DO LT —&2 & BRI T 4 v PRI 2F (ultimate outcome) DR
BERARAETHL5E. X7 4 v bEERT D00 iik%FAE (PMR) REBEMHT O
%o PRICE VERIR R R 7 4 v A HER SNIZH AT IESARICE Y | PR OFRHESEN LR
PrREND Z LI H, MIREFAEDEDICEmINRP-720, XX T 4 v M EMHRT
XMoo To ) LA FDAITAGR Z MB35 2 &N TE 5, /NERMEL T o FEIAGRIL,
21CFR314. 55 “Pediatric use information” IZHE &N TV 5,

EIEMICEIVRBLEAEFR 2RI LEERLOLZEMEER D 2 &7 M, 2000 4
L ETHRTOMKE TH ST GEF T LWEREEEEOE 2 7N A E T & 72, CI0MS
(Council for International Organizations of Medical Science) I%. 1980 A A i Xk
D EFEMZEEFEROIY PR LT, ", Bl SR, BERIEEEOSME245 T,
Bita BERTE I ZDT =% T TN —TOHRRITL OREFE L L THEL TWDHH,
FRERY AT T, ICH 1T 2004 Al EFKML LM EFHRE M (Pharmacovigilance
Planning ; PVP) (B3 2 U A & o A ; ICHE2E) IZRHEABICELL, ZOTA Z 2 AT,
EHLORFEINTY AT FEINWTWRWEBERFEN Y X7 K OEGRANIMRE S
TWRWEERZR Y 2R 7R KRR 27 25 R ad BT 2 HEICOWTRBT 580
T, EELLEMEEMFTE O ZIRERE L., BRI OFHE &K OE B 5 Hdny 7 %
M FEDRA|Z R L TWD,

KIETE, BERICET 2 BREEE L ZNICRTIEBLRTOT 7 > a Vi CTEEM
DEEWEERT DI+ ThHHrEEZEZXTELEN, 7V F (HBEEEREAD I
KX DO AREAREBEOBIER Z PHIFLIE CE 2otz Z e b, EENSDO Y A7 EH O EEMN
BT AL o CE, TH Lzt atd . ICH E2E & E % 91T, FDA [X. 2005
IV A EBRICEATHUTO3IMMOTA X A%FF L, BN ERERICERLOY 27
B L /MBI T TEBORZ 85 L T o 7,

% Guidance for Industry : Premarketing Risk Assessment (PRA)%

23 http://www. fda. gov/downloads/RegulatoryInformation/Guidances/ucm126958. pdf
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* Guidance for Industry:Development and Use of Risk Minimization Action Plans
(RiskMAP) %

* Guidance for Industry: Good Pharmacovigilance Practices and

Pharmacoepidemiologic Assessment (GPPA)?%

INBLUANADTHIREDHEICEEST DT A FT A 2L FIIRT,

HARSAL £ B

Guidance for Industry MedWatch 58 il #f &5 & = Form FDA 3500A [ZE 3 % —
MedWatch Form FDA 3500A: Mandatory Reporting of Adverse REIEIERICDULVT HCT/Ps IZR DI EER G DR
Reactions Related to Human Cells, Tissues, and Cellular and EICEATHEREEHICIRBETHED

Tissue—Based Products (HCT/Ps) (CBER November 2005)

FIEH OWREICKHHEMRFESE

(1) FHERMSIEE

KEOEELBHREICHIT S FDA 1T X 5 FaiHlBE %, Guidance for Industry Formal
Meetings Between the FDA and Sponsors or Applicants (May 2009) ¥z K-S &x £ d 5,

IH A H 2 Al Food and Drug Administration Modernization Act of 1997 @ section
119(a) # /8179 5 Guidance for industry Formal Meetings With Sponsors and Applicants
for PDUFA Products (February 2000) IZHt > CTHRHDH LD TH D,

KA X AL DE, AR —HDHWITHEE L FDA O TiThh 5T &EI1iE 3
OSOFENH D, D OMRKITER TIThh 5,

# 4-3 FDA |2 X % SAiHHIR O R

ITEEDESE S

Type A TEFELEGHERTOTSLNAETIDEENMTIEMTITOAAITEE T ITEEKRES 4IRS
9 5HIIC. CBER/CDER DEEMLIKBEOE Y LB MTIVLELNHD EEDIKIEEZ FDA N ZHEL
T30 BURDORENRE,
4 -
=21 CFR 10.75, 312.48, & U\ 314.103, &R U guidance for industry Formal Dispute Resolution: Appeals
Above the Division Level3 [CEREDRERBRITEE
- B R A ER P R (clinical holds) DIEH 2 (T RKREFRHELTVBICHFZEHLLT . FEIAERINT .
BMOAERICOVWTERTILENHDIES
-guidance for industry Special Protocol Assessment [Z52 & 0 special protocol assessment F =28
Y. FDA [CKkBEERRAEB T Ora— LEFERZBERIC. ARV —H DLWV EHFBEENELT S special
protocol assessment meeting

Type B *Pre-investigational new drug application (pre-IND) meetings (21 CFR 312.82)

BH O IND BEZEITIHC.IND DT4+—T b, phase 1 BEERZABOBHET FAV . BMERDOTHF A
BB D characterization [TDWT, FDA DBEELEEAEEZRDB=HD meeting

»Certain end-of-phase 1 meetings (21 CFR 312.82)

21 CFR 312 Subpart E(£E @ ICRH25. EELEHHOKREBICHTHEES)21 CFR 314 Subpart H(AN
REARCEETEE EMICFZHLIEREBICHTSHESESR). 21 CFR 601 Subpart E(NMERRZBEZBEET

BEE AERITEOAIREBICHTIENENEER) KT L0, M phase 1 SHERDTE T . phase 1
FT—ENBEEEZ 1. phase 2 DHEIZDVWTABIZET H2EEXBIET meeting

24 http://www. fda. gov/downloads/RegulatorylInformation/Guidances/UCM126830. pdf

25 http://www. fda. gov/downloads/regulatoryinformation/guidances/ucml126834. pdf

26 http://www. fda. gov/downloads/Drugs/Guidances/ucm153222. pdf
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HEEnES =S

Type B fii = *End-of-phase 2 and pre—phase 3 meetings (21 CFR 312.47)

phase 2 T—AMNEE%Z(T.phase 3ICELDICKENEINFREL. phase 3 DEtEETOMI—ILE
ST{EL. 3, to evaluate plans for the Phase 3 program and protocols, plans to assess /NE&Z & E3hEE
FEMEL. (R HFEEZEN T ODICHLELEMMZHEREASMNIZTH-DD meeting

*Pre—new drug application/biologics license application meetings (21 CFR 312.47)

CBER BEEICHRFTHFATRHINDBEHREHRFL. BLA/NDA £X T 2T — 2R MUH
WMEFEEHRBL. RRBRBOT—27+—IvbzrBHRL. /DNEREMEMBEERTHERZREEL. FD&C
Act section 506 [ZE DAL HEHBFDIRBIZTDOVTERT A-HD meeting

ETDIKIEEL FDANZHELT60 BUADORAENFEE . & meeting I(EFEB 1 (IOAKETES,

Type C HEORFERVEZEIZBEL T CBER/CDER ERRUH—HIWIIHEELDOBTITHOND, Type A R
Type B USFDLWAGDITEE . EEMDIKEEEE FDA HSZFELT 75 BUADORAEHNRA,

FTAEHKEECE, UTOBREFEHTOILERD D,

5

MEEEE (Hid)

LB W4 e O 1E 2

W s XX RSB @ context
HETDIEREDOHE AT (Type A DIE TR L 2E)
FHEEOMERBNE BIEEDHH X

EiRiES

BT EICELDTEMY R N LR

9. {IEEZME (AR —IIIIHFEETOMME, =>Vrx b)) 2BV X N (JFE, FiEfMHX)
10. fIEHIZBML TR LW FDATKE (b Lb2iud), 5 W I FDATRE © 705
11. AL HEF

12, fIEHokEX Gil, Biindk,. ©T74A2#H%)

N oW

FDA IXEmMOFT A REELZET L AT ERBETLINE I DREL, AR —
HDOWTHFEEICEMED A E % Type A meetings DA 14 HLLN, Type B X Type C
DAL 21 HUWIZEIZ LT IE e b,

ZDIEMZ, BEETAEIHTA L AEL LTI, UTOL 2 b0RH 5,

Guidance for Industry Formal Dispute Resolution: Appeals Above the Division Level (February 2000)
27

Guidance for Industry Special Protocol Assessment (May 2002) 28

SOPP 8005: Major Dispute Resolution Process Version #1 (Effective Date: February 11, 1999) ¥
SOPP 8101.1: Scheduling and Conduct of Regulatory Review Meetings with Sponsors and Applicants
Version #4 (Effective Date: May 18, 2007) *°

(2) FHEORSF

1992 4£® Prescription Drug User Fee Act (PDUFA) F&SZIC X V. KRETITL G EIRD
AERHFBICE LT, KBEFEAEDOTOOEE M 2 HFEREN G FHEE L THEBINT 2 HERN
FDA (2P 5 &7z, PDUFA IZ 5 R ORFRNIED T2, 2 E T4 RO ENTOR TE =
DN 201247 B2 5 H OEKIE L L T Food and Drug Administration Safety and Innovation
Act WERANL LTz, T &1 T, 2013 =EHFEEE (2012, 10. 01~2013.09. 30) @ FHCE Hffl
252012 4E 8 H 1 B D 'E# (Federal Register) AR STz, FHIC XD & FHOBHMh

27 http://www. fda. gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm079743. pdf
28 http://www. fda. gov/downloads/Drugs/Guidances/ucm080571. pdf
29 http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/ProceduresSOPPs/ucml109574. htm

30 http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/ProceduresSOPPs/ucm079448. htm
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FUTOEREY TH D,

7 4-4 LG ZEIFEOELEAL (2013 S EHEE)

B B {ffi (US$) £E (M) *
B 55 F #0k (Application fee) :
BRRT—2DWELHFERE 1,958,800 156,704,000
R T—ADTERFHEREE 979,400 78,352,000
BERT—2DWHEHREBM(ER)BE 979,400 78,352,000
W 5% F # ¥ (Establishment fee) 526,500 42,130,000
8 5 F #0# (Product fee) 98,380 7,870,400

k1 KL 80 HH#

IO FHEEHIET D RbR, B, LR LOFE L 2t 2, FDA O A Z 2 R

Guidance for Industry User Fee Waivers, Reductions, and Refunds for Drug and
Biological Products (September 2011) 'k 0D F &5,

& 45 FREE OB S O & gt

MR DEH (S

N R4 (public health) LRGN ARBELZREL I OLARFEZREI I IDEHEITIDICHAIBET
HEELEBRFEENRLEZGE

EZEIHER:

RBEAURICHRTHEELGRENROSNSL

REBELABEOEE

-Fast track status ¥§ & #32[77= priority drug TH DM . HBLVE new molecular entity THD
H

CEE HGHTREOREICERDS

sunmet medical needs IZX ST HEHD

-FH DR BEZEEE (orphan drug)

RBINEZLARLFATESL,

-5 E D financial resource (FEUR) AR EHHLDTHDH

FHAADEF LEZORGIPEFHULTIOTHY. M OFHHIBRFEORRIBOERLGEETLLLT
(barrier to innovation) WBi5&

TL—HIRN—8GE HifiThHdh

HEMHINERYVTSNE=FEEZRELTLS,

-Fast track status ¥§ & %3 [T7= priority drug THAH . Bl & new molecular entity TH D
al)

CHEENERE R RMWICETS5EHLIND Z2ToTLSH
GEEMEREETIEREMEEZTTLSD

- B 55 O financial resource (FUR) AR EHIEHD TH S H (<$20m)

/b E FEUZETCHEE VO LEXT. RAFAHEINEEREZRELT . A DVEOKRZERED

(small business) AERRELT BFEFHRMBERRT L TERRVCERFHBEEBREINGL, public health
KU barrier to innovation B2k 8 & B EE LTI &E

F—oO7 EE CFEBAEXTEN(ER)BECETIREFHHAR

(orphan designated - B 5 A FD&C Act O public health requirements D& T& =L, BEEET 1 £/ O FI 4 (1

products) * $)$%$50,000,000 KiFHTHAIEEIE. BRRUVEZFHBLRBRIND

"Fi V¥ (rare disease or condition) 7 : KEWN THEZAELIN. (A)200,000 & RDEHE, XX (B) X
ETHEZHIT 200,000 LLETH > THRB L ORIEICE ST S5 a2 M3 KERNORY BT HREITE 7
WE TP E D HE (Orphan Drug Act)

F4E HREABBOEERKS

FDAIZ.FDAEE DO H & 12 5 2® 0ffice (0Office of the Commissioner, Office of Foods,
Office of Global Regulatory Operations and Policy, Office of Medical Products and
Tobacco, Office of Operations) MO I 4L, 4 office 1T D office KT,/ XX
Center 22HAERL STV D, EHRBE M OBRE, RIEKFE, REARR SICHE T 535

31 http://www. fda. gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm079298. pdf
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ZHY L TWAB DX, 0ffice of Medical Products and Tobacco IZ@TALLTFD 3 DD
Center Th 5,

-Center for Drug Evaluation and Research (CDER)

-Center for Biologics Evaluation and Research (CBER)

-Center for Devices and Radiological Health (CDRH)

CBER IZt M AHE® biological products, CDRH IZFEEMEET (medical devices) MUK
Bt 5, (radiation—emitting products). CDER /X biological therapeutics OV
=RV vy 7 EELE G 0TC KOERMITERLOM, 7 v RAVEES ., HITA, 500
B>y 7 —, BETIEDAED [EIE) OFMEEN OB Z T 5,

Fiscal Year 2013 Food and Drug Administration Justification of Estimates for
Appropriations Committees®|Z L5 & . FDA O EH (BAEKOFHEFELM ., 1E R
B#E) IUTOEEY THD,

7 4-6 FDA Ok B %%

2001 REFEE | 2012 HEE | 2013 RFHEE
ERL 13,151 13,496 14,648
Center for Drug Evaluation and Research 3,264 3,281 3,603
Center for Biologics Evaluation and Research 1,055 1,055 1,074
Center for Veterinary Medicine 509 508 519
Center for Devices and Radiological Health 1,406 1,374 1,413

k02011 FEEIT S, 2012 4FFE IEHIEE, 2013 LT BEREAICHE S

58 ERREGIESE

1. EERIKRHE

KEDERFRR S AT L%,

- R ENYHECBRE. TORBEICK LT, st o—o & LT 5 e TR
L ORBR (BT R AR IR

- N TERRORER 2 A3 2 8 B RO R (B R 2= 8 O 5R)

FrXMRE LIm#H T BUNNATE T 5 AMNERRR THD AT 4 75T

< WO BUS S ETE T A EEERE) (RPT SR o 7t sk, ElE, EEE A RIR L
THAT 44 R5)

DADPBEERINTNS,

2009 FFIZB W TKRERER O 55. 8% NEHH F#Z Mt (Employment based), 8. 1% 23ME A
AL (Direct Purchase) O ERRIEBRLBRICIMA L TWD DK LT, 2R LR ]
MAN—=F 25O 30.6% T, REREATEET L THD, £, ARERREESE O X
GH T RFEEFELRBRIZINA L TV R W EELRBRFE A3 5, 000 T AN Z#E 2, RERO 16. 7%
L 7o Cuwb (US Census Bureau, Sept 2010),

32 http://www. fda. gov/AboutFDA/ReportsManual sForms/Reports/BudgetReports/ucm298321. htm
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AN R, HEARRE OB, EREFEZHOEEE WS 7 2 Y B ERRRES A
T AR DA 7RIS LT, TEBRRRGOE ) 2 EBOREERE S LT, BORRIXT
I EREER LTz, & OFER 2010 4F 3 HIZHNE L7 D0 BEIELR R 41k (Patient Protection
and Affordable Care Act of 2010 M ON[Fl{E & —HRMEIE T 5 SRA % & TefE IE{E Health Care
and Education Reconciliation Act of 2010) Th 5, EERRU LD R KOREIL,
T NICEBRRBRA~OMAREZH L2 & T, FEAERTOXERREGENEERIZ
ERRRICMAERIZ R T, RMAOHAIZEI@ENR I Ehhote, fIET, %
I & 72 2 ERCRBR OILFIR 2T H H Lo, SURIEIE, 2010 FLAREBFERYIC T S D 2
Lo Tn 5,

ZHITH U, ERRRBR G A O LT & 24 R 26 Mo =) TR & 255 4F
J7FERNEANORIRO BB EZRET S OB THRZEZL, X—rv=771r]
A OB I CEFEHR N 2, ISR LA S~ BOHE I E S i m #C BER UL A
T 201246 A, AELOHIMA R LT, A KEEIZFEEZRE-L, FRTHI X6
T PEBAMERF Lz b oo, B g &t & THom B2 M S 2 5 Ui kign
< ZEMD, BHEDITHITEIARERHR L ZARH 5,

2. EERORKREERE

2 IR L OAliA% 13 B F RS CRIBEBEN TSI E ST BRICRETE S, RIF, 21
(Medicare, Medicaid) ODERERFILIEUE L 72 2 8 OlikE R A3 E L, LA HE L kA2
WaEITW, RREREZIToTWND,

533Uk

[ ) BE O [E B bk | A TSR S BORIFZCAT CERR 224E 6 H) 75 7 A U A OEFHE (fin i -
HARTE)

OB BRI No. 87 (201049 A) ANV OERMEEIFIARYICEERTIE,1?  —2014 EORK
EiiETEHEL OREEESR— MRS

BER ¥ SRR 4 —F U — Vol.58 (2011.3) KRENZBITH~NVAT T HHEEZ D < D HEBERKRER
OBEhE ]

fERE S E R No. 91 (2011 4E 9 A) 7 A U W ERMEMRALE  — & H SR AERMEBR O 22 & D
M#ET— ERINTE

F6H PR EEXERFOIEKS
1. BRBFLANILOEE

KECEFHEEEIZ B E I A8y & & L T National Science and Technology Council (NSTC)
@ Subcommittee on Biotechnology M FE D ', Multi-Agency Tissue Engineering Science
(MATES) Interagency Working Group (IWG) 23 2000 FEICH#HAR 47222, 2002 4E12 5 2 vEEF
T 23 BT S AU, 2007 4228772 72 Terms of Reference 233 A X 41, 2009 4 3 H 31 H £ TIF
BN ERE & u7-, MATES 1T, £ < OXKEBAET (Department of Agriculture (USDA) .
Department of Commerce. Department of Defense (DoD). Department of Energy (DOE) .
Department of Health and Human Services (HHS). Department of Veterans Affairs (VA).
National Institute of Standards and Technology (NIST). Defense Advanced Research

33 http://www. tissueengineering. gov/
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Projects Agency (DARPA). Centers for Medicare & Medicaid Services (CMS). Food and
Drug Administration (FDA), National Institutes of Health (NIH), National Aeronautics
and Space Administration (NASA)., National Science Foundation (NSF). Naval Research
Laboratory (NRL)) &AL, A N—HEBEAN MM LA T o FHRE LML, BEWN
EDX O RIEHZIT> TV LML, REBETIEEZRIZL T,

Z Ot FDA PSS O EIRBUMF B K 5 AR O SRR & LT NIH 0 National Heart,
Lung and Blood Institute (NHLBI) @ Production Assistance for Cellular Therapies
(PACT) 7w 7T KW %, NHLBI [ZHINEIRHR (CER D0 TEH D EL 2 BT 5 72012
2002 |2V —27 v 3 » 7 (Immune reconstitution and cell-based therapy following
hematopoietic stem cell (HSC) transplantation) ZBHfE L. fHIAIEEZ & SICEH TV
TeDIZiE, oOMP USRI ~D T 7 v 20, Hlllm TOXE, FL—= 7 PNHBET
DL AR/, T ESZITT20034 9 A2, 3 >OMiaii sk (Baylor
College of Medicine, Houston, TX; University of Minnesota, Minneapolis, MN;
University of Pittsburgh, Pittsburgh, PA), KROVEH L #—& LT CRO @ EMMES
Corporation &AM b L, PACT 7' 1 77 AN S iz, BIETIE, LLF® 5

RS, BEPERBRIET O cGMP/GTP L~ L Ol 2 - T 5,
‘Baylor College of Medicine Center for Cell and Gene Therapy (CAGT)
-Center for Human Cell Therapy Boston (CHCT)
-City of Hope — Center for Applied Technology Development (CATD)
-University of Minnesota Molecular and Cellular Therapeutics Facility (MCT)
-The University of Wisconsin — Madison, Waisman Biomanufacturing (WB)

PACT Ot 29—t 2L LTI, UFDOXIRbDNRH 5,

3 4-7 PACT DRMLT H I —EADHNE

H—E R RNEE
Translational Research/Development B B D characterization
Tt AR

HEFIEDIZEL
BRSO RT—ILTYTEIR
HEBDONYT—3>
HEDHRELIE
HRHEONYTFT—23Y
BIERREE  REMHRR

B DR

Cells Manufacturing for Pre—clinical Animal EMETILDEIR

Studies Rel  EHHER
FAELRNIVEHEEODZ A
DTN —RREET /N4 XD FEE
FRAEFHHORREROREN

Process Development/Product Scale—up HWETOCRORAFELERAERRITOEE
Process Validation, SOP Development/Batch BLETOEADREL
Production Records -SOP BHH
B R RR D RESL
‘CMC section B %
Product Shipping to Clinical Sites ABEBIBRADE SO R

Technology Transfer

IND Submission Assistance

Clinical Study Protocol Development

34 http://www. pactgroup. net/
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PACTIZIZT T I TR TREBELINETZ I, 7Yuy=7 FOERIZY - T

UTOXIBRANBEIND,

* NHLBI O BLBE D & 2 438 (B, O, Mk BIdE o Miia %) KT 2HETH LN ?
CEERERBEITORETE, AL —Y g FARFER O XS
CEERRBROT VA oYM, IR EoF Ak
+ PACT Sl i 3 S B oo b s mr Rt (BP9 e, BeiEdE )
< B L oA M
CEAe (LG, KRR oS

Z oft, ERIRLIHIFEHF OWFIEE OMBIREE AR TRl 50 A RO DO DHE
Kb hEe ANTRY, FEOV—Ivay T V=78 IFT—2RBLTND, £/, H
RTO M T MR 2 L LD LT 2RO :\my“ﬂﬁéﬁfsym(smmﬂd
Operating Procedures) ZiHEiFIE, ®LOEH, BEEF=XJ 7 ABORL—=
7. mERAE W EEE (Quality Assurance/Quallty Control) ., MEEFL (Quality
Management). Regulatory/Clinical, SOP DfERk & EH, NUF— g 2250\ T, #ft
LTW5,

2. MBRFLANILTOXIE

KETIE, 2085 REMBUTOAET - BEALSMNZ & . A O IF 78 IR 8K 217 -
TWLHMEH Y KEOHMAITE - BAEERRPERET D2 RERBER L 2> TND, @il
fa » HAEERBICFELCESREE T e 77 02875 3 20N oW TEZOMELRICE
L, TRUSOMTH, T4 7 A DU AKEO T 0 ST Ao Pz B E o B 5
MEHEENTWDLEHEER DD, e~V Fa—t v VML, 200646 H, MHNOT T
ST ERELIDTA T A = AR ORI %2 B AY1Z Massachusetts Life
Sciences Center Z g% (&, & HIZ 200745 HIZ 104FM 10 KL OEE Sy r—T %5t
Massachusetts Life Sciences Initiative %&£ L7z, v~V F = —t& vV INiTepMla - 75
EEBREMFEORAIZMNTHY . BR, ZNH IO RICEEND,

# 4-8 KEIZEBT DM vV~ Oepfifast FE Sz 7 v 7T LD B

Al HEBEE BAgg xS CNETOHLEEE
AVITAIL=T California Institute of Regenerative 2006 $ 3 billion/10 years #9$ 1,665 million/561
Medicine® #4£(2012.09.06 B 25)
aARFhvk Connecticut Department of Public 2006 $100 million/10 years $ 59 million
Health® (2011.07.01 B 25)
AY—5FK Maryland Stem Cell Research Fund®’ 2007 I~HH $ $78.8 million /218
(2011 SEHEERT
B, FY2012 [£$12.4
million &t £

BHEEBHOY =74 (2012.09.18 T 7 RA) XV

3. Fith
oM, BAEFEOREHOEZHANE B L LT 2005 HFI2% 3 S L7 IEE R H A

35 http://www. cirm. ca. gov/
36 http://www. ct. gov/dph/cwp/view. asp?a=3142&q=389702&dphNav_GID=1825

37 http://www. mscrf. org/
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Regenerative Medicine Foundation®|%, F/EERIIEDLDLIH LD L0 2 xZIC LIZH
R A BT L TVWD1IEN, EFMEEOX Y U THEEZ T L2707 7 A BAE
IR D BR AR O DI DEE « ERIEE 217> T\ 5D, E2E U IFEFIFHEKET
FAEEREOERZNES 572 DIC BRI, regulatory, RIRMEIEZRET D720 DK
IEEE) 21T 9 Alliance for Regenerative Medicine (ARM : 2009 3% 7) Uik, BHAE
BT, WEFRK., RF/FEEFEHEE. B SRR, MIEEZEITE 110 L EoD R
VR L TWA, 2012 4 3 AT IZEMN I IR /A Alliance for Advanced Therapies
WAL LTo, ARM Tl BAEA, Wl - BHEIEE), 178 - STEHE L ol - = v —1%
g, A PR, ﬂ*%&fﬁiﬁk@ THCEBR, VX TN — T EFITIEE L T
W5,

38 http://www. regenerativemedicinefoundation. org/

39 http://www.alliancerm. org/
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E5F KM
F18H BEERELORAFFNEOCHE
1. EERICBLLIEKRROME

(1) BRI (EU) OIEEFR & B BR e

KM HS (European Union : EU) %, #RE W22 M A & ISR R L C & 2R LA (EC)
IS, BUNEAS RN (v—ZX MU B FEM) ITE VBRI NTZEINOBIE « BFHE
KTHIAE, 27 DEMME L TWD,

JNERE : Austria. Belgium, Bulgaria, Cyprus. Czech Republic. Denmark, Estonia., Finland. France.
Germany, Greece, Hungary. Ireland, Italy., Latvia, Lithuania, Luxembourg, Malta, Netherlands,
Poland, Portugal. Romania, Slovak Republic., Slovenia, Spain., Sweden., United Kingdom

EU DEERIE, —RIEIR Cprimary’ legislation) & Z¥R{EJR ("secondary’ legislation)
LI b, &K (treaty) 2%primary’ legislation TH Y, #HI) D & 2 M EHE O
EE L LT, BUOETOEHOFEH] & 725> TWh, ’secondary’ legislation If. $FIITH
EINT-REBEROEBAIICIHR > TED LD H D T, regulations, directives, decisions,
recommendations, opinions &5, WIRNOHL OBV EDHHLH L, MEEAST
ICHEHASNDbD, —HORIZHAINDIBDONH L,

#5-1 BKINDIEKRR

EDER BE

#R Bll (Regulations) HMERIDDOHDET. BE.MBELAKRICERAIN. REICBTAIEAFHREZELLL,

&4 (Directives) EUMBESAENERLETNERLENT—LERELLLOT. ZOEMERZTHE
PEXEMBEEICEELA TS,

R E (Decisions) BEFROHIFEEE. HANILEICOA MR AZEL,. BBELTEHRERT D,

£h4 (Recommendation) EUBBEANZOERZRLEZEOT. EROHIIDICHLTENHRAZFET LG A
SHERBTHLD,

& R (Opinions) EHBERAZEZGEVE CTEU AN FHEZRRTIDEHBRTHFE,

EU ICIE#E S (Council), 2 (Parliament) K UONFEEZL (Commission) & U9 FILH
Bnd 5, BIRESIZIT2MEEOEHE - KRFEHENE S BINELF 2 (European Council, EU
EHMEE) CNBEEORENE S EUBEH S (Council of the European Union) & 7238 0 |
WAL IMBEEZRET 2, BINGESITEEREE CRIINZEELZE L. UNREOTHR A
RET %,

AR m BB EHBE L LT EU O FMMEE2RET 2 OB FL (European
Council) T, BN #E< (European Parliament) & EU ¥l E5 <> (Council of the European Union)
MNILE T EU DONIEOELEZA D, BRINZFEE S (European Commission) 1% EU OfTBrEITHE
BE LT, IETDONRE, BUROKAT, IEOHIT, EHEEFNORLW R EEITH, 7272 L, B
INER S IISEMERR ZFf > TR, T OO EZLITICE DD,

# 5-2  MRIN DHEIA AR

e BE

EMEER EUMBEEREUMMESZRER. MMZEERFTERICKYERIND EU DBGA

(European Council) MEEERRERE RN ESOREBICVDELGRBNZ5Z —BRMNBURIES X
£ 5
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e HE

DEE£S S5EIC—EOHTROEBEEZREICL  CGEHEINEBE THEINDS EU DERIKRILE

(European Parliament) . MESXEOADOICLFALTEBNIZERERNLZVE TOND, BRMNERISH

FHL.REITHEREZRBIE BENTFOIULEICEITIEESLOERRAEE.EUTE
ABE.TERMNEEDRBESEEETH. EEIL 754 £ (2014 F£FET),

EUEER 2EUMBEOEERRARICKYBRINDEUDILEKE. SSICIZ10DBEDEH
(Council of the European Union) (—. 5B . BE-RF. AL AE.ER-HESBXR-RE-HEERNE. BFH. &
B-EB3E - IR BE-RE . RBE EF -FFE - JLICHIOBBENERE
T5. ZRIE.FEXROGHEFEZERRENFDHD,

BMEER EU DT ITHERE, TRAMRICH AT 28 MBENS 1 BT 2ERINTZ 27 BOK
(European Commission) INEETHEK(EH S F), ZOEELKRIIX.

(1) BRMBERURMNEBESRIEEERER

(2) B% -FREN-FE-hEBROHAEAKICEALTEMEREOBREEEST
3) BRM B AR HIFTELEICRHBREEIT

4) EITEFCHBAICEATIEBRENORSEITS

&,

RN Z B SIINAE - BORDOREMEZ A L KINES & EUEEESNEORG ZRET DM,
EFORZIZ LV BTN 72 European Parliament & Council (27 2>E ORI EEEEATF) 236
EEDEST, EU ONIETAZART D E VI (Ordinary Legislative Procedure X i
codecision) % & %, co-decision Tl&, BRMZEB ST, BINGES L ONEU BEX K LT
#2£% (proposal) ZATUY, RITHEBEICBWT b 2wma & isma f TRE DR
EINDN, FE EEf£7ﬁ>of_/ﬁu\ RN K OV EU BRI OREK NG 0 5 [FHE
Z B4 (Conciliation Committee)J WZELN D, MEZERICEIRINEZERESORE LS
L§ b 5, AEBESTAEICENT, BRINES KO EUBERIZELN 3 EHOH

AT O, IEREFIRT B2, BMMNES L O EU B ESORKHREEDLEAT, flzs
Hiibwﬁﬁi} IETHESINTH, BRINESIIHRICEIVBRT LN TE D,

5% .

http://europa. eu/about—eu/basic-information/decision-making/index_en. htm
http://eumag. jp/question/f0512/

http://www. mofa. go. jp/mofaj/area/europe. html

(2) N D = 3 i BELR O ) BE

BRIk EU BLANC &V European Medicines Agency (EMA) “A3i%iE S 4, #Fadal7e E&
BB T 21 A ERTOMEEEHIE L T 5, EMA % Td 5 CHIP (Committee
for Medicinal Products for Human Use) NETHIIEEIKOIEAN., B OEBELZIT O N, 1k
A%E%%\i%@%%\%%E%%%@@Téfﬁcmpfﬁwﬁbm5oWAm\E%
ZEAL. MMNZES® 2 WVITMBRES | BRNGESDBERED LT A FT A 0 EHL
#E.ﬁ 1E & A Y42 T% The rules governing medicinal products in the European Union”
& LT EudraLex &V 97— X=X L T2, EU ot MESEMIZET 215X
Eudralex @ Volume 1 — EU pharmaceutical legislation for medicinal products for human

use lZ. BET AN A T A4 U NLLTFD Volume 2~4, 9~10 |[ZIXD STV 5,

Volume 2 — Notice to applicants and regulatory guidelines for medicinal products for human use
Volume 3 - Scientific guidelines for medicinal products for human use

40 http://www. ema. europa. eu/ema/

41 http://ec. europa. eu/health/documents/eudralex/index_en. htm
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Volume 4 - Guidelines for good manufacturing practices for medicinal products for human and
veterinary use

Volume 9 — Guidelines for pharmacovigilance for medicinal products for human and veterinary use

Volume 10 - Guidelines for clinical trial

Volume 9A - Guidelines on Pharmacovigilance for Medicinal Products for Human Use
%, 20124 7 A XV pharmacovigilance #7{£ (COMMISSION IMPLEMENTING REGULATION (EU)
No 520/2012 of 19 June 2012 on the performance of pharmacovigilance activities
provided for in Regulation (EC) No 726/2004 of the European Parliament and of the
Council and Directive 2001/83/EC of the European Parliament and of the Council)
MEHLT-Z L I2ks L. Good pharmacovigilance practices guidelines 12X V) & X #a
ZAbNbHZ Lo TWND,

ROMNHR]  fEm o T, BELFABICE > TEERREL LT, UTObLDEEITLHF
NTE D,
(1) DIRECTIVE 2001/20/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 4 April
2001 on the approximation of the laws, regulations and administrative provisions
of the Member States relating to the implementation of good clinical practice in

the conduct of clinical trials on medicinal products for human use
(BB F RN T 2BROBRAI MEEZESHE, GCPHER L, I6REREZHET 51
)
(2) DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 6 NOVEMBER
2001 ON THE COMMUNITY CODE RELATING TO MEDICINAL PRODUCTS FOR HUMAN USE
(EH GO T RIGEATRIC T 2 HEEOFIE, HEFICLERE, oMP ik, ARR% D
TAR—T v Tl EERET DES
(3) Directive 2003/94/EC : The principles and guidelines of good manufacturing
practice in respect of medicinal products for human use and investigational

medicinal products for human use

(GMP \ZBA3 2 AW 7B 2 a2 F L di-fas. X EudraLex Vol. 4 (ZUXEk & 41T
W5)

2. BAERHEADZEMIY KLY

BRIN CrE B A R S 1L e um i EE 3K 5, (Advanced Therapy Medicinal Products : ATMP)
D—2L LTERINDEIIIR T, TIEREELOERILI—EICERINTZEDT
F72 < BIRDOEAZ LD EMIIERNBLIED & D L 72 52O TEE - N4 I U BRERY
E SN T&E 2, ZOXIRENEZUTICE LD D,

* 5-3 BEKIMNIZEIT B Advanced Therapy Medicinal Products Hiffi| D HER

RA-4ES S

DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND | EU I B ETOEZEDRFEICIIMBER L BIZLEEE
OF THE COUNCIL of 6 November 2001 on the Community code BN European Agency for the Evaluation of
relating to medicinal products for human Medicinal Products [Z&ZAHR READZDANE
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RAI-HER

B=E

COMMISSION DIRECTIVE 2003/63/EC of 25 June 2003 amending
Directive 2001/83/EC of the European Parliament and of the
Council on the Community code relating to medicinal products for

human use

EZE L ELTH=IZTAdvanced Therapy Medicinal
Products IZ#RE GE=FAE . AMIRAE) . BRFTX
REHBEDOEROD dossier DG REEHEHTE

REGULATION (EC) No 726/2004 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 31 March 2004 laying
down Community procedures for the authorisation and supervision
of medicinal products for human and veterinary use and
establishing a European Medicines Agency

European Agency for the Evaluation of Medicinal
Products M #AIZ&S European Medicines Agency
(EMA) DEZEBE L EMA [CkBPRBEDONRERTE

REGULATION (EC) No 1394/2007 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 13 November 2007 on
advanced therapy medicinal products and amending Directive
2001/83/EC and Regulation (EC) No 726/2004

Advanced Therapy Medicinal Products [Z#E# T &
i (tissue engineered product) Z3B 0. EMA (<
Committee for Advanced Therapies X & . PR KR
DR ZIZ ATMP ZiB /M

COMMISSION DIRECTIVE 2009/120/EC of 14 September 2009
amending Directive 2001/83/EC of the European Parliament and of
the Council on the Community code relating to medicinal products
for human use as regards advanced therapy medicinal products

BEFARRVAERAREERROERLMP K
W EGHZRT. AR T FHIORMEGHERE

ATMP DEFKeZ Z D 5 DO - FFES 0D E L DD EUTO LI D,

(1) SevmEEERKL (Advanced Therapy Medicinal Product : ATMP) D J7EF
WD (a) B (d) HIZEEYT D0 T o EHE N,

(a) Bz TF1EEEIKT (gene therapy medicinal products)

%)

BIRFIEBEERLT, ROMEEATHEMFERNERS (biological medicinal product) % BT

. (a) BI=FELSZFHE - B8 - B - BISUIHIRT DT, E P CTHEASN 2 H 20 IEIRE SR

DA A A BT IO R DEME G T,
(b) DI, THiH 2 W ITBEIRD
(X DEMICEZERT 5, 122 L,

EEN DM EIRES], D WIS RS D& IR
JERYEICHT DU 7 F T <,

(b) MHfEEEIK T (somatic cell therapy medicinal products)
BRI RER ML, ROMWEE2E T 2EYWENERLEEKT S .

(a) FTEM2EE (substantial manipulation) NE I D Z LIZX V., BEXT 2 KM HICBET
DEWZEMEE, AFEMEED D VI ERMEN U E SN TV D MR ST E ST/ i
Enbd, &E5WVIERRERCREFIZCBONTREZLTVWDIDLHE—OAREMMEEZHME LT
EHEN2ZEEZBER L TRV XIIEEE S,/ o Ins,

(b) YEEAM ST AR O BB 22 | R EE B D VITRENETE A L TRBOBE., b 5033
WroOEHRBTE MCEHATA7-00BMEZHELTWVWAELD, HAHAWVITEBORE., THH D WIIEE
WrOHBTE MZBWTHEAXIIRESIND SO,

()OO B D =HIT,
TR,

2
A

Regulation (EC) No 1394/2007 @ Annex 1 IZF]Z & 7= #{F (manipulations)
B EE L LTEDLXLNERE TR,

(c) FH#E T2AHLT, (tissue engineered products)

FHLAE T B &,

*ALE S - MAE - FBH% (engineered cells or tissues) Z&Te,/ ORI, 7D

kb MR A A BE - BRTLOIILEHMELT, E MNCEASNLTEDOREEZFELTND D
EWRENTND, HDHWVITZOHTE MR H 2 W i3#HE 5 S 284

tissue engineered product (It kX IXEMRIFOHIIE FEEO VTN, H DWW T EEHA TH
TEL, MBE/FABITAEE T THLREATHTH LW, I5IZZ0MoWE GlEE, EEs 1.
R R, AL E, AT+ — VR, v U 7 25%) 2E5ATHTH LW, 277 LE NXZEWD
X TWZR WM RO b7 28T, A2/ ik s e g F7., KEZ, ERXL
REEAZEBE LRV L DI, KERNDITRIA SN D,
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“engineered” &I,
R REAR 2N EE R 7 Ba{E (substantial manipulation) ZhE SN 7=fER. T OEMFRMNE. 4
FREEROMSRE XA SRS EN B E T 5 4 - B1H - BHICHE L2 S5 E
* NP —TRZ L TWiila, Mo AWK OENNZAEE CER I TV RWES
DWTHRNEIET,

2 LT O#/ElX substantial manipulation & IX&72 K70,

Cutting (UJVW L)

Grinding (BE#)

Shaping (f%Y)

Centrifugation (i=.0Lr4yEf)

Soaking in antibiotic or antimicrobial solution (FLAEMWE. PLE AR ~DIRIE)
Sterilization (FXEH)

Irradiation (JR&Y)

Cell separation, concentration, or purification (FHIEAYHEE. EiE. kD
Filtering (J&if#)

Lyophilization (¥ #H2H:)

Freezing (W)

Cryopreservation (WFEETE)

Vitrification (HZ A[E{k)

S SR SR I Sl S B S R S

(d) fHEDLEILMEREIT (combined advanced therapy medicinal product)

R D G % i 7= 3 B

kLR A RERR T D L CARA R DES & LT, Article 1(2) (a) of Directive 93/42/EEC D E T % —
DLl o ERESR . T Article 1(2) (¢) of Directive 90/385/EEC O & k4 2 B4l 7] BE [ 1 25
R /e

* FOMAL, FE N EE Rl E S A TWD, X

kX TV W /LR S TR FRR I D N E OERR O — A ERE L L CARICIER T3

Ba.

A DR IIRERERMIZOW T, EEEETICOWTIEZ YT 5 Directive DE
PEAERmTZ L TWD Z & (Article 6), BERHERE D S 3O 72 B 2RO KALFEAM X EMA 28
122 &, ZOLDMAGOEIEMMERERLOHRFEFICIL, b LEREBRT DI T 558
= HRGERERS (Notified Body) OFHlifERBR HIIETZDOHEHR L F O R ITHITNITF 2N &
(Article 9) EMNHEIN TV D,

REGULATION (EC) No 1394/2007 IZEB W T F7-IZ ATMP It L7-F B S & L T Committee
for Advanced Therapies (CAT) % EMA DHZFRSTHZ & #ME (Article 20) L, =D
HEREZ Article 23 ICED =, * DREREIL.

(a) ATMP D 7KFRIC B U 7= 85 oo SV, etk O ZhEC B9 5 AfiE% (draft opinion) DIERK
(b) BLES ATMP IZREN T 2008 5 oS

(c) CHMP OIRFIHIZHK S, W ERLOME, Z2EEROCAEEOFMICET 2R 22 E
(d) EMA SUTFRMZEB 225 O ATMP IZ BT 3 RMicdtd 285

(e) RBRAND AWM EERT D7D LEMER~DEFEHE T XKE

(f) BRINFZEESMIT7 5 ATMP OBHIEICHR D EU WO BURZIZX 3 B BHE T RS A 2

(g) EMA OFRLZIT RANA A~DE G-

Lantng,

£2H AFPFTHTOER
ATMP 1ZFEF I L REME N KX <. ATMP ORI HICIR A EBERN Y 2 7125\ T
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13”risk-based approach” T+ % = &% Directive 2001/83/EC @ Annex 1, Part IV

(Directive 2009/120 EC TIEIE) IZid# I TW5D, LU FIZRLEEKINICK T 2 B4AE
PR OBFFER S ~KFRICBIT A2 7 e 2 2BV TH, U AZ I U ThbTn
D,

FRERSER AR RS AREBHRE ARKER
(& EHE) (EMA) (EC)
| rEmmewmeman lé*ﬁ*ﬂ{é@%ﬁm
>$EH§%0)BT£HR >> 3EES > FR IRELER >> g >>FﬁﬂJif£ >
phase 1 phase 2 phase 3
| GTP I GLP | GCP. GMP

FELGRE-HAES540%F

1. JEERIRICEAY 8% - HA RS54 0%

GLP OB T 97D HIZHoOWTIE, FOA =T T4 T2 KENRE T2 DOD, FOHD
GLP I ¥ K IZBI L TiL., Organisation for Economic Co—operation and Development
(85 10 /1 PR SE B © OECD) 23R & 72 %% KIT LT & 72, OECD (&, MG & REF %
ZJRAIE T 5 34 E B 722 5 EEEME T RGOS ICET 2T — 2 A REL TV D
kT d 5. 0BCD & GLP & O BIH YV 1E FRERT — & OAf B 52 1F ATl (Mutual Acceptance
of Data ; MAD) DEMEZ X DIFEH D —EE LT, EFEMBOIFEKRRT —F 200 Eif7z
RIZH D,

KENCFUNT GLP 23428 S 4v72 1976 482 OECD 1E GLP (ICBI 2 MFE 7/ v — T %
P X, 1982 £ “Good Laboratory Practice of Testing in Chemicals” & L T GLP
HKEDEZ HTEF iz, BU ZBSH O0ECD OREMEEZTLY AfL, Council Directive
87/18/EEC of 18 December 1986 on the harmonisation of laws, regulations and
administrative provisions relating to the application of principles of good
laboratory practice and the verification of their applications for tests on chemical
substances & L C GLP ¥ #6 CT X 7=, Council Directive 87/18/EEC (X HL{E ,DIRECTIVE
2004/10/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 11 February 2004 on the
harmonisation of laws, regulations and administrative provisions relating to the
application of the principles of good laboratory practice and the verification of
their applications for tests on chemical substances IZENVIAENATE TRV IEIN
TW%, BUAEE, Directive (CHEDEFETN LN T OLP EHEDELERHLZIY 90T
XTRY ., Bl IEFEETIX. 1999 412 Good Laboratory Practice Regulation & L Tl
fELTWn%,

2. BRARERICEAT HRH - HiA K51 U%F

ZHRIT DERRRBRIAGICE S FIE, F 72 GCP IZHI - CTHRKRER A B0 # o 5 H ik
WX Directive 2001/20/EC of the European Parliament and of the Council of 4 April
2001 on the approximation of the laws, regulations and administrative provisions of

the Member States relating to the implementation of good clinical practice in the

- 100 -



conduct of clinical trials |[ZFEE SN TWD, Z ORKINFESIZMIZ TEU BERFERFE 4 )
ELTHBI, 2001 4F 5 Az S iv, MBENXZ OFEFITHEV 2004 4£5 4 1 HE T
RRINFE I HEML 3 B ENIEERHI 28695 Z E RO b7z, K Directive TIEETORR
REERAS GCP ([ZHIV BXEE, FEIT SN TNERLRNWI ENHEIN TS (Article 1
D 4),

DIRECTIVE 2001/20/EC IZEEAJFRIZ R L7z b DT, BIRKHERIZE % GCP, FRKFERIZ
AW B HEESK L (investigational medicinal product(s)) Ol - fig AKGR, %2
BB A EEANIL . Commission Directive 2005/28/EC of 8 April 2005 laying down
principles and detailed guidelines for good <clinical practice as regards
investigational medicinal products for human use, as well as the requirements for

authorisation of the manufacturing or importation of such products (Zi0a LTV

Do

(1) DIRECTIVE 2001/20/EC @ HHj

Af54 (Directive 2001/20/EC) @ HHEJIE Article 1 @ 1 HIZRHFHE SN TWAD X 9T,
GCP DIBIT L BT 2 BEEMN T H7DDOHL DT, NENEIPNTWNDDIXKRD 3 AT
Hb,

- RBEONMEERET DB TOA Ty —L Farkr b (I0) 1T HHE xS

- WMEZ B S OKREER. BT

s PR ESE S (investigational medicinal product(s) : IMP) (22T G KR ER 2 B 4G
T 57O 0K EOBSHY L OMEEEZ RS ITxT 5 T

KRB DWW T, Article2 (a) TEFRIN TV D K 91T, FEI ABYRERFER % bk <
T RTORRKRRD G20 2 OBRICHW LD W% FHI:EW (investigational
medicinal product(s) : IMP) (Article 2 (d)) 1%, RARKOGEIIYRDOZ i b,
IR Z BRI TV 2 3EAICH, A, AENAREH VWL LD LR H5E1T IMP
LB END,

2R — (RO, BH, BEOFEMLE) L LT, A, £, HEAL LIIX
AT X TEER, ERAEAIZIT O BARBROSGA THOARBESICHER L TEITIN
RN RN EINTWDS, 20O L) BREEAEOSE e L OIERG R ERIKER B
L C.DIRECTIVE 2001/20/EC D4#i5c TH & 5 EUFES 2005/28/EC TH T2 A FLTHEY,

2O LD BRERRBROGEITIEL EU FEINZFRHIOBE AL ) XETED L D I NHERED
BENOEBEEZITORITHD LG LTWD, BMA b Z DX IR —ATOHA KT
AVERBZLTWDLLITOHLIN, RIETA RITA L K77 MITUTES T2,

RakBR . THFZEHES ), TAR Y — 1% TArticle2 EF ITBWT, e

I

(a) THRIRSER ) : ZRME O/ XIZAIMEEZHER T2 0 B ER > T, —20Fn Lo REHE
A (investigational medicinal product(s)) 12 2W T, EEIRAY., HZH KO,/ XL+ Dok
MENREZR IR Z AL LIENGET D2 2 & R/ A ERICEZRET D 2 & RO/ IR,
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oA B ORI 2R 2 2 L 2B L TITb s, & MERFZIRL T D055 % 5
o —ob LFEEORER., —2b L IZEEOMEBAEICENTITbI 2 KRR 25 T,

(d) THFFEHESKS (investigational medicinal product)] : KRB CHEBREN 2 LIIRRE L
THHINDIEEME S D2 WVIET T ROEEMLEE BBICRTEAFEZIG L T I2-HETH-TH,
ERBEINTHEL TR0V FTHEMAD D2 WVITHMAN THR TS (A U EEE) . JUTARR
NTOARWEIMIRI L TEHA SR D FER SN EBIZEL TS HICEREGIZOICEH SN
L2581, MMEHEEMLLARIND,

(e) TAR Y — | BIKRBR OB, EHL O,/ IELEO T Y CIZBE L TEHEZEFFSM A (indivisual) |
=2 (company). B8 (institution) X IE#H#Hk (organisation),

LEFRINTND,

(2) MEEBESIZONT

GIARRBR O MBELAMIEICEI LT, KETIZ IRB A ELZDEEEZ SO0, BN TIEEAEIC
REINDMEEES (Ethics Commitee) DNEDEBEZHT 5, MEEEEB S OMREILIRIK
FBR OO G E L, WFIE M A OBARYE, B O@EEME, I1C 72 & 2R L T DO ERBR O %
BHEIZOWTHEMNNEENDPOERLZ WS Z & T, G2 Article 6.3 [ZFIN S
nTnb,

WELE B ORBEL NSOV T, JRBRSEME R 72 O 2% [E O Y /OB 0 7 £l
DWTOHEILR Y, BNDO —D>DETO S Mgk KR T, B o - mHEESE LR
HTER, ZOET—2OBAPEASIND LI RFIHEEZEZ TR TNIER L0
LINTWD (Article 7). ZAUE, BBRA~SMT 52 L OEROAREMEZ PR T 5 2 &
72, IR OBIEZ T D L DT, 2O LD RFENFIT LN,

MEEEESN AR =00 B RZRODHFELZHL THL FEHE LYY FIC
BERAZBEHETA2FETCOHMBINKDO LI ITHED LN TWD,

kBT O IR OLE BK 60 AL

* G IR, HRRIEE . BE TR EEMIBROEE 7T 230 HOEE

* SLFREN A O S A HIBR7 L

COERERDZHIEIL, YEYR~DRBROF A 2RO DIEELWITLTIT->TH,
FIEFEOMD I —ZATHLHARETH S,

(3) YiZY R ~DIRERB LA OFF Al 15

AR =N E BT DO D FNEIZ OV TIE Article 9IRS TWVWDH A, A
R =T ROLNTNWDLDIE, MEEZESICERZRODIHGHELZRET 5L & BT,
HEO Y Y BB ORFEEEZRE LT IE R L0, AR —1T, 158 % B
BT 570X, MEZESLVEEWRERELG2 LRI, YYRN»OFEHmIZELD
KROBIZZFHLTWD D, HD5WITHIRINICIES Ol Z 2 1T B > TW R WS
272 %, %Y R ORI S OVBH 46 0 w45 O W 0 3@ F D 15 1% IMP OPERIZ K - TR
20 WMOELHIITHEINTND,

* @A FIAHE ., RHIRAIG IR, BRFe AW K 200 « YRITH S EZ % 60 A LINIZTRBREA 46 O A]
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BICOWTEHTARC P —IZEMT S, 2090 AFOBRFHIMIZ 30 BFERET L2 LN TX S,
FNENOEOHS, FNEICHER LT, 20 90 HMOWIRIZE 512 90 HMIER N AIEETH 5,

* AEEBMMI : BRFHIFICHIRIZ 2 <. ERBBREBORITICHOWTYE FITER TAR U —IZ@m
L7 uEvid 72,

kAT RN OB —AE DKL E b 72 6T BB - BRIERBR O Ehiix 251k,

% EFELSL O IMP : 60 HORFHIM T, ZoOMBELUNICEZY BN AR U —I2iaBBi i Ic 3t L TR
MOEBMmMICL2EME LRWRY | YUY RIXEBREGE AR LI bD LRI, AR —I3E
BRAEMBT D ZENARTH D, £, ARG —FHEAICL Y, RAGEEBICET DBBROBED AT
BIZONWT, XEIZLDF A2 YUY RITRDODDLIENTE D,

ROOHGERRF A DOLE . AR —IX 1 ERY FHEEETE 525, HERTFICAR
STHEEIF. BHEEEATIE b0 LS, IBREIT- TR LR,

(4) DIRECTIVE 2001/20/EC D&k 1E

EU/EEA TIXHM. £ 4, 400 thOERKRRBO FFERH V. 59 H 60%D A KR P — (X R A
ETAMNBT AT IT R EZDMET> TS, HFEINTHKRRBROK 24% 03D EU
IBREICE TR LERRRTH D2, BEINL2BERTIELEDON 67%% HHT N5,

Directive 2001/20/EC DT LAk,

- 2007 4E 5 2011 4F CRE IR BB F G5 50T 26% 4 L 72

< USRS 2E NS T O BEIREBR TITEE IR R BR D& 7 1 & 21245 B AN BB M8 U AR BR 2 B i 800%HE N,
FHErEER KRR TlX. Directive 2001/20/EC ®#E4 % administrative requirements {2 XV
administrative cost |X 98%IEINT 572 &, KRB D 2 2 F OB ZE LW

- FRIRAABR OB %A £ TOFHRYELED 0% TN T 162 HIZR -7z

REOT—EPERH I N TWD, BERABRITEI O T34 T Directive 2001/20/EC 235K
LW DI TRV, BRINZEB S TIHEEN O G R R ERTE 8 O 5 ML D 72 6O O fiti 3K & # st
LT&7,

TOMBREZT . BINERRIT 2012447 A 17 A, MBEEHOSEHEZLE LS, E
MR ENCE N S 7% regulation OJE TERIRRBOBIG 2175 2 & & LT, HH%E
"Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on clinical

trials on medicinal products for human use, and repealing Directive 2001/20/EC]

wing LT,

AHMEOE T L LT,
- B AR B EE B OB

- BB O KR FE ORI L LT, FEOBHIY R TIERS, 7= X—=RZY 7 LIzE—DEU
LA DR—=Z NV ERINERRBEET D

CFEEERITERINEEASTHITD

* "reporting Member State”DFXiE

c IR Z A BT AV DRE

FENFEToND,

FEEofi e LTiE,
(1) EEARRBRAGEHF L ZEHINTHA . reporting Member State (%, THI S DA% K&
OAREE LOFIE EWRE OV R 7 L ARAFEEEZZRE L CTEELITV., KR, KK
W, AAGROM A T LIZi Ml S EE —# 42 —EHMBRANICERL, AR =K TZD
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il D BRI ENZ R H 35,

(2) 2 ORFEMEEITBEOZDIZ, £ 7+ — A5 Ka bty NEEA~OE GO
R BRI 24TV R E S A A ER L AR —IZ BU R —Z L2 L TKRE D
A 2 AT D,

(3) reporting Member State ™HWr (FEMisRAE L —4) 2. KBS L XL MEAFHERET
b o5, Hx OBEGRIMEEOREIL. (a) reporting Member State & %%/ E D@ H
@ clinical practice IZBHERZE=ZNH D WWHRE N LT EZZ T TLE D, (b) Article
86 IZFL# S L7 Y ENIE IR A3 2 858 ZBR X . reporting Member State | & [ —
TRITITE R B0,

Article 86: A Regulation TH > TWARWHBED FIZ. W28 EOFEHEO v F XX IE Mg o H .
HHINWEINLOMEEET., THLOMBENSLRAE XTI N L OMEIZH RS B ERLD
W5, ik, ARZ LS 2 VIEHIRT 2 ENIEEZEAT 52 &%, K Regulation IZHERR L
W, HENMEEESY T IENEEFINEESISEM LT IER 60,

(5) MiluzEZTeEELOBIKRBAIIZET 204 T4~

REGULATION (EC) No 1394/2007 ® Article 4 Clinical Trials 2%, 2. BRKIHEESIX
EMA & O D% . advanced therapy medicinal product |Z[EA D GCP 2B S5
A RIA 2B ELRFNE LR L TEY, TAICKE LT 2009 4 12 A2
Detailed guidelines on good clinical practice specific to advanced therapy medicinal
products BIITINT-e ZDHA KT A 0%, AFFEHAEHRS (investigational medicinal
products) (284 % GCP Z #iE L 7= COMMISSION DIRECTIVE 2005/28/EC Z li5ed % &9
NEDITTH D,

BKHA RT A 0%, THRERBRIZAWS LA advanced therapy medicinal product (=
advanced therapy investigational medicinal product : ATIMP) | ICBIL T, WHEN 3
oA, zothoE s F ot ThD, AL LTIE

- DONATION, PROCUREMENT AND TESTING OF ATIMPS (ATIMPS D#2fit, AF K UEER)
« MANUFACTURING AND IMPORTATION OF ATIMP (ATIMPS oD#iy&E & g A)

- OVERARCHING PRINCIPLES (‘ifEf4JEiHI)

+ TRACEABILITY (hbL—HE U F 1)

- RESPONSIBILITIES (&{T)

+ SAFETY REPORTING AND LONG TERM FOLLOW-UP (Z&M#ER OEHMO 7 +ru—7 v )
+ NATIONAL COMPETENT AUTHORITIES (4% [E o % s B FEET)

- ETHICS COMMITTEE (ff¥ZB <)

« INVESTIGATOR (JRBR E{FERH)

« SPONSOR (JRBR D AR > 4 —)

+ PROTOCOL (JBBRD 7' 1 F 22— L)

- INVESTIGATOR BROCHURE (V& B SEAl 25 3E:)

+ ESSENTIAL DOCUMENTS (WAZH 0 3C3E)

WD NTED ., X5 I2BI#E (ANNEX — TRACEABILITY RECORDS) & L CHi KBRS
establishment 2MER T _REAFE AR P L —HVEU T B LEEZHEL TV D,
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F7-EMA DA KA > Guideline on Human Cell-Based Medicinal Products IZ.
HKBERBICE - 25 g s LG L WEEHICET A0 A4 RTI74 0 Th D2,

Wi 78

GEE

SNTWLJFANTIERARRBRICOEHA TE 2L LTWD,

KA RTANILLTOAHEENOHER SN TV,

4.1 RISK ANALYSIS (U & Z 43#T)

4.2 QUALITY AND MANUFACTURING ASPECTS (/u'E & Vi)

4.3 NON-CLINICAL DEVELOPMENT (3EE&FRERZS)
4.4 CLINICAL DEVELOPMENT (i bR BH %%)

4.4 HIZE, BRBEICHTZ VR LRATNERLR2VWEBRERZ LIFTRY ., £
NOFKRRZAT O BROBER LIS T 5 HRFEHPTH SN TN D,

k HEMENRERFZE (Pharmacodynamics)
kM) )% F5E (Pharmacokinetics)

* HEZRERBR (Dose finding studies)
* FEIR IR (Clinical Efficacy)

* R Z2 &Y (Clinical Safety)

kM) AVERE & ) R 7 EPE 1 (Pharmacovigilance and Risk Management Plan)

GRARERIZE#ET D0 A RIA VEEZLTICE LD D,

HARSA %

BE

Detailed guidelines on good clinical practice specific to advanced
therapy medicinal products (December 2009)

ATMP @) GCP [CE T ABMBEE S DH AR

GUIDELINE ON HUMAN CELL-BASED MEDICINAL PRODUCTS
(EMEA/CHMP/410869/2006, 21 May 2008)

Points to Consider on the Manufacture and Quality
Control of Human Somatic Cell Therapy Medicinal
Products (CPMP/BWP/41450/98)% B &2 54D
T.EMElEZRAVWV-E2R0HELREEEICEALT
ERITREREFLHILOD,

DRAFT REFLECTION PAPER ON IN-VITRO CULTURED
CHONDROCYTE CONTAINING PRODUCTS FOR CARTILAGE
REPAIR OF THE KNEE (EMEA/CAT/CPWP/288934/2009, 17
September 2009)

BRHEMBEECHRACEALT, RE. K. JEEE
KOBRMADEZFEEEDHLD,

GUIDELINE ON XENOGENIEIC CELL-BASED MEDICINAL
PRODUCTS (EMEA/CHMP/CPWP/83508/2009, 22 October 2009)

BYMRENALCEERICHAIIRENEREFL
H=L D,

Reflection paper on stem cell-based medicinal products
(EMA/CAT/571134/2009, 14 January 2011)

BHHBEEAALLEESORFTERZBHAFICEHLT. &
B BK.FEROBRALDEZIFEFTEDHELD,

Draft reflection paper Clinical aspects related to tissue engineered
products (CAT/CPWP/573420/2009, 19 March 2012)

Guideline on human cell-based medicinal products
(EMEA/CHMP/410869/2006) D% B . #ifi T# & &
DERKRICETIRAEDEZAZBRARLSEHIZ REID
Guideline on human cell-based medicinal products @

BETRFICRYIAL CEERBRLEDD,

(6) BRINAEIZI T D A
I. 41U R

Directive 2001/20/EC Tl&, 2004 £ TIZ, ZDFEITEATH 2O OMPETOENIED
A #BESITTNDH, A XU 2BV TH, 2004 412 “The Medicines for Human Use
(Clinical Trials) Regulations 2004 (Statutory Instrument 2004 No. 1031)” 23EKSZ L .

Directive 2001/20/EC 2SEMMEFEIT SN D & DT/ ~o7c, 1968 £ DFFLE (Medicines

Act1968 Chapter 67) 2 X V. Medicines Control Agency (MCA ; FEIKGAEH)F) A DM

P, KRR ET R TCEEBRTLIHEETH 720, 0%, ERESORIEKRL GO CE

BB Z LT/, MCA XA #% Medicines and Healthcare products Regulatory Agency
(MHRA) &b, BUEIZE > TV 5,
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1992 OB FIREMEEZBSIC L 2MEEOHEICHE S X 1993 FITEE FIRFER
Z B2 (Gene Therapy Advisory Committee : GTAC) MEES X, GTAC 1L, BzFIEED
AT BT, BB MR OBM, HilZ H W2 1RR e £ &2 BT ATMP O 2 O i K FER O fi
P OFEIZ Y T2 o Tz,

2010 4E 10 H .Department of Health 1T > 7= Advisory Non—Departmental Public Bodies
Review IZ X ¥ . Gene Therapy Advisory Committee (GTAC) [X[E $#Z Health Ministers (2%}
L C#EM 21T 9 8372 < . Research Ethics Committee (REC) & L COHHEEZ YV AH— K
45 EH{IX National Research Ethics Service (NRES) [ZBE T X& &fEimftir b=,
INEZZITT20114E6 A 1 H XV GTAC O 35T (X NRES I B S 4172, NRES IX National
Health Service (NHS) Offiffk& LT 2011 4 12 A 1 HIZ# @ Si7z Health Research
Authority (HRA) D=7 L7 HHfER AT 5,

2. K4

KAy cid, =2 EELOBKKEEICES L TIiX BfArM (Bundesinstitut fiir
Arzneimittel und Medizinprodukte, Federal Institute for Drugs and Medical Devices)
WETE S 20, B F1ak., MIaFRisE e & o5 imE IR E 3 & OIRBRBA 4G OB D& (CTA)
ERATT HDHER D & 5 D1 Paul Bhrlich Institut (PEI) ToH D, GCP (2B L Tk
Verordnung tUiber die Anwendung der Guten Klinischen Praxis bei der Durchfiithrung von

klinischen Priifungen mit Arzneimitteln zur Anwendung am Menschen (GCP-V) 723FH4

T2

3. 7T URA
77 v AN EER (Code de la santé publique : CSP) &, ERFHABE L
legislative part & BIS ZHRE L7z regulatory part O &tk & 72> T\ 5,

7T U ATIRERARBRIL, WREREERICLIVE b ERHRLETIHOLPDIMEL VI K
XA OHR THE SN, IOHICHEKRBITIEFIEICLD EREHEICHED &0 ) i
IZ72 o TWW5hH, b hEXGET HHICET 2 EIL CSP O [HEMEFHFS (Recherches
biomédicales)] Article L1121-1~L1126-11 2 O Article R1121-1~R1125-13 I[ZHLE S 4L
TW5,

CSP L1121-1 (ZEWIE#HF5E)
EWFH OIEFZNNHERRBIE -0 bEaXg E L TS NFER I D58, KRBT
THRMOTFTTHAIEIND, DX DR E THAWEZENI (recherché biomédicale) | EFFT 5,

Jt FH BRA
. 2 TCOTALHEOHERANER ELY T, M TE, BFERR22ZHMbWNIE=X) VT %
PED 72 WHFSE

2. medication U DBITOEROFTMAZHA E L, £ TCOTE EREOFHANER EB0 THDLR, 4§
Blige= Y o 7 HERT R Fa— VIZHESNTEY, ArticleL. 1123-1 ICRE#E S NLREZICL D
BAENRKO SN TWBEHA

b R EMNRIITONDEMESNE L TE L, TOBE&MELZEH LERT 2EATEANE ”ﬂ?qu
& (promoteur)] &I 5, YLD A F 72 A European Community @ establishment T7Z2 1AL
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B, (1)

PoTl hEFMBLTHETO [EWESEIIE (recherché biomédicale) 23%&E 720 e FiEA
(promoteur) | ZfE A, EADOKBNIA N,

CSP L1121-2 (W= FHFTE D B A)

DTFOHE, WHrRLEMEFSMILDE EXRITITI 2 LFTE RN,

—EF ORI R L 0 AR RBRIZE SV TV AR NWGE

— AW EFPFRICFEAR LFIZTRESND VA0, TOHEDH D WVIIMERICHF SN DHIEE LA S8

PAN
=

— NEORERM AL OILR R RO FIZ SR B RV E

— X OEWYEFIIED SR AP, R R ORI L TP SN 2 A MG &, FFISRK
FHORREKROHE~OREEZRATE RVEMNORAEBEICANT, BARICT D LT
A EINTVARNEE

AW EZHFICFEE LI ANOMZRTF IR AR O ORRICELESND, b LINLORETORMA
D72 SPICH B IR TEMEFAMZE LA TE 2, #TIEFITHZSh T RITER 520,

CSP L1121-3 (GCP)

(W)
EHEE H DAY EZIFZE1X ANSM (Agence nationale de sécurité du médicament et des produits de
santé) DED D GCP EHEIZHIV T 2T iR 6w, ()

ANSM L, ZEOWEBREZEATREFFORELZ TRFITHOGFHNBIE L BEOLZEME L AN E L
7~ EFATESAE O IZ LV | afssaps (Agence francaise de sécurité sanitaire des produits de santé)
DEBEMK LI LT, BEELEOVAZEM, ERLEDOIV AT - X7 0y NEMEEIT OB E L
T20124 8 A 1 HAF I TRRE I,

CSP L1121-4 (FEARRBROBLA)

W E ST Article Lo 1123-1 ICFEFDO NOREICEHT 2 EZE S K W Article L. 1123-12 IZFEHFH D
BEELRDCAREGZRICHBT I LN TE D, ZES~OFEEDOFEREOVEEL F~DAROHFE
IIAFZE EEH ORI LV FFCH D WDIEHIEICIRE T 5,

L. 1123-12 : HHEY R LILANSM TH 5,

CSP L1121-10 (&R #ER 0 FHi o i)

FZe EEE AW ELHFRICER T 2HEFICH LT, TOWERNTEED LI TOBEGRHEOBRELIC
E2b0THRVWI EEAHTERWVIRY , HFEBINE L OZ OEFMAE ICH L CHESTEEZA Y, 6
SEBEEORKRTHD E VI FERE, HDWITHIE~OSME LY, FAELEHEOHBHRRY TR
bo THWHTEFTFOEFEMLITRNER VY, HEFEXEOFRMTAMbiLe WA, EHR I Article L.
1142-3 DR EIC L W EIN D B, EWEZFILEITOHA. MR TEFITYZBEGRE R EEFO
BRAEM DT TOARFHICIVELLIRFEETLEINA—TIHREICMATILERNDH D, KEEOHETE
FAFHETH D, (1)

Article L1122-1-1 (f > 74— RKar+r b)
WREOHAHEEICLAA V74— Fartry PRBELNRWVIRY . Whig 3 EWEZRITELIT-> T
X7 5720,

CSP L1125-1 (HBIHE)

bt b HRONEES - MR - A, FREREIR N T oA T oEEN IS S MIRER, Bis FIRE
SO RFEM AR AL Article L. 1243-1 ICFR#E O MR RRA (BF - tiE o0 Mifa, MLoR
ErfMbd. Z#nNo0IRED S ETe) Article L. 5121-1 (12) IZ52#k O & {5 F 1B A Article L. 51211
(13) (CRidf o B R MA], AL E DR O LD E LRI 280, &5, WiRiLERGE
SR . FRERRE R ERLE L X —NTORITI 2N TS, (141)

CSP R1125-7 : L FIZHT 2 WG ORFZEICIL, ANSM BB ORBI R ABNRSLETH 5,

1. & hORRRR O, A% E 72 i ik BLA

2. FFRREIRS 0T Article L. 1243-1 (29 Z O TN ICBE S - MREBRESN,, £ MERO
A e OV v 9 S )

3. HRFREIE T Article L. 5121-1 @ 13 HHIZ W 9 Z DO T.3EH I BIE X 37 Bl {5 [E 5 5
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ST e 1 9

4. JEMERCSY & LT b UTEMW O A FEIRER A & B e, &2 WITRE O TE D L D IR 5y
PME T S - ERR RN 2004 45 3 H 31 AT Regulation/EC/726/2004 @ Schedule 112U 2 MEER
7-EILTH > T Article L. 5121-8 ICE S IFBARAHE TV AR NE D

5. b MXIIEMEIROEMEEA L TWE N, TOREICE b XUIEIWEIE O EH BN ET 5 EREE L
6. ANSM EEOREICIVEBEEOES THRESINT-EMEROK Y %2 EH LTV S{LHE

7. EFHEETHERL TH 20BN IR O RS & OFLHk

CSP L1126-1 (ZNHIHE)

Tk Article 223-8 b2 L0,

A, BMESUTREHE DA E . ARBAEBEIMOBEIC LY EDELHE~OREXIIARES 25 2

EEBESNTVWAHEAEEIIYFO, HAELSICL20HEzZ TRHENEZREEZED Z L2 <,

W R % F i do DV X SRR & 3 BT AT EERE 3 4E K OV 45,000 2 —r OEIENRE I NG, RE
BB S NIRRT AEWEZRIENEmEINZHBA LR CBERAE NS, (5K)

Article L1245-6 (GCP)
BB THER SIS, Mk, M, MiRERER o, HR, Bk, BoAm. B & OV IS @S S
% good practice |X, Biomedicine agency ~®Di@%tk., ANSM WNHET 5,

Article R1242-9

IBEHEOMBERE 2T 2 KB 22 57201, ISR,

1. BEEUERVEDS Article L. 1245-6 @ good practice of cell collection iZ& L Tithhbd ko,
ik & BAESAR AZRER L |

2. BREUEBNC ML ER NBZRLE L,

3. good practice of cell collection |ZW A L7-EREUMERR - %25 & Bl L.

4. BRELL MBS 2T delivery &5 Z & ZFEH LT iZ e e,

INETE FEXGE L TEE - EiE SN D01 THEWEFBFI (Recherches
biomédicales) | & R & 4L, OFF Al Ffoe & FIX AR AL CTHEI STz, 2D T,

[ ETOITR LR OMBHANES EB 0 T, MMM FIE, @ LR850 IEE
=52V T EREDRWIFSE GEMNAMR) | & TBATOERFROFMEZH I E L, 2 TOIT4
L OERANER EB Y TH DA, Rl RREEIELZ LY b0 (& EROFARIFZ)
X, Bl oG4t T o7z,

2012 4 3 H 5 HIZHIE S N7z bxgafstiEt ot E GEMHEE 2012-300 &) I2XLb ., Z
o 3 DOWMIEITET-IC Te "2 ET AL (recherches impliquant la personne

humaine) | & LT, MADRRE K OERMEIIE T T3 >O0 7 I — |(ZHR Iz,
AT EHEORD FEEBR SNV D R F D ARG TR

SRR EER AR S LW AR T, BMAERE AR LA a0 (REERE S
DYARNEEDD)

IR AR - T, VR UL ROR B AN SR G & B B FIEA DT, 2T OITE & ERA
MER E B0 It VSRS

INB 320K T IY —IZONT, FELTFAOEMS, - FixNfliRlbansZ Lich
ST2, AROEIEEX, BATES DAL 2 /> THRIATSN DA, HLWEEHIEICET S
BEIX, B OERH#EH e E4BE L TRITHIMZ®RT, B< b 204F 7 H 1 AN bE
7752 Lo TWV 5,
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3. BEICEATH/ME - A FS514 0%

(1) GMP

GMP IZB L CTid, ROER TRl SN TWD
Commission Directive 2003/94/EC of 8 October 2003 laying down the principles and
guidelines of good manufacturing practice in respect of medicinal products for human

use and investigational medicinal products for human use

Z @ Commission Directive 2003/94/EC 1%, GMP IZB+ A AW A Z EDH EH D T,
FOERZED DM HEEIZDWNTIIH A X AL LTEudralex Vol. 412N ST W
%,

Vol. 4 : Guidance for the interpretation of the principles and guidelines of good
manufacturing practices for medicinal products for human and veterinary use
laid down in Commission Directives 91/356/EEC, as amended by Directive
2003/94/EC, and 91/412/EEC respectively.

KE TIL phase 1 ADBBRIEARIIEIZRE L TlX, 4512 PleGMP HLEA EWD ., BH D GMP
X BESH LD Lo TS, EU T, BEERBRO phase (255 XKBIX7R< . &K
B AT — U % L CORRIERLE T D GMP fREF & 72> T 5,

(2) HAERICBEET D GTP & GMP

ATMP D BEIZ W5 b k& OV IR D donation (b ML Ml & b ~DuE % &
LT 5 2 &) procurement (KL M AFIHATRE L 725 7' =& )| testing (A
B%) . processing (& b~ % & B L 72 KLkl e oo F 8| Tﬁé{/ﬁ PRAF. T3 *aizh
HAETOILFE), preservation (processing HIZ/LZFEHIDOMEH, BRESRMEOZEIEIZLD
e RO AR BRI e S b 2B Ik« BIEES YA 2 &) storage (dlstrlbution
FCTOMBS ZmEY) 22 HH S 2R T CHERF925 2 &), distribution (B b~ )&%
EIX U 7o kLA AR O % B OV %) (2B LTI, DIRECTIVE 2004/23/EC OF THE EUROPEAN
PARLTAMENT AND OF THE COUNCIL of 31 March 2004 on setting standards of quality and
safety for the donation, procurement, testing, processing, preservation, storage and
distribution of human tissues and cells 237 js X415, DIRECTIVE 2004/23/EC iE K [H
@D 21CFR1271 (cGTP) IZAHHM¥TH LD TH D, b MM MiZd testing, processing,
preservation, storage XX distribution (24254 T® tissue establishment |%. HN8A
E OB O AR A Z T R T NIER 67002 & (Article 6), tissue establishment |2
NI OEREITOWAET~OBEAEZHRT 22 L (Article 7). P =¥V T 1 D
% (Article 8). tissue establishment DEFFDEIFEL YR/ ~DHE (Article 10), A
EEHL SHEERISORE (Article 11) ., procurement R =2 & b DES (Article 13)
FEPBUESNTVD

Regulation (EC) No. 1394/2007 @ Article 5 TiX., TERINFZEESIL EMA M D T,
ATMP (ZHHE L7= GMP (2B T 2 H A T4 /%tau‘x TR sn EHESITND
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2, BEICED ETRITSN TR,

(3) 1RBRIEDORE

RN Tl T1E5 3K (investigational medicinal products) o B X 1Ll A 257K

Thhbd X9
2001/20/EC Article 13)] L EOH BN TV S,

m[_p 0) T

W MBEEZS W 507 BB A 2T niE e 5722wy (DIRECTIVE

A ¥ U A TCli%, The Medicines for Human Use (Clinical Trials) Regulations 2004 ®

36 HHIZ, M A& &GBMBIDIRIT T 2K (UEARR) 25T LT, W nREL R
W, AL THLWVITEA LTI R DRV ERESNTWD, RBRIEDOIEFHEZ KRB DO
FREHE2IC L2 &, BEEIRRET o/ m T <, A (BERAL, EA%E) RO T =
U— (M) BlicZze> T s,
2.14- | Biological Medicinal Products- Manufacture- r
Immunological products« el
Other biological medicinal products-(Must be specified )~ ele
o000 | a
&
Gene therapy productss el
Blood products+ el
Biotechnology products« el
Human or-animal extracted products+ el
Cell therapv products+ el

BOEICEAET A FTA U FELUTICE LD D,

HARSA 5

BE

GUIDELINE ON HUMAN CELL-BASED MEDICINAL PRODUCTS
(EMEA/CHMP/410869/2006, 21 May 2008)

Points to Consider on the Manufacture and Quality
Control of Human Somatic Cell Therapy Medicinal
Products (CPMP/BWP/41450/98)4 B &2 54D
T.EMERZRAWV-E2ZORELSEEEICEALT
ERITRESREFLHLLD,

DRAFT REFLECTION PAPER ON IN-VITRO CULTURED
CHONDROCYTE CONTAINING PRODUCTS FOR CARTILAGE
REPAIR OF THE KNEE (EMEA/CAT/CPWP/288934/2009, 17
September 2009)

BREEMBZECHRACEALT, RE. KK, LR
ROBRMPLDEZFEFEDLD,

GUIDELINE ON XENOGENIEIC CELL-BASED MEDICINAL
PRODUCTS (EMEA/CHMP/CPWP/83508/2009, 22 October 2009)

BYMREARAL-EERICEIIHENEGEFEL
Hz3 D,

Reflection paper on stem cell-based medicinal products
(EMA/CAT/571134/2009, 14 January 2011)

HHREEAALLEERORFTRZBRFICEHLT. &
B.BR.FEROBRNALDEZAAFEFTEDLD,

CHMP/CAT position statement on Creutzfeldt—-Jakob disease and
advanced therapy medicinal products
(EMA/CHMP/BWP/353632/2010, 23 June 2011)

ATMP [ZSRALS% CJD agent (A9 % EMA D R

Draft reflection paper Clinical aspects related to tissue engineered
products (CAT/CPWP/573420/2009, 19 March 2012)

Guideline on human cell-based medicinal products
(EMEA/CHMP/410869/2006) D% & . #A#i T ¥ & &
DERKRICETIRAEDEZ A ZRARSEHIZ REID
Guideline on human cell-based medicinal products M

WETHFICRRYAT CEEERLI-B D,

42 http://www. mhra. gov. uk/home/groups/es—herbal/documents/websiteresources/con2024597. doc
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4. RFEARICETIEBH - A Fo5a4 0%

(1) #EH OAR

DIRECTIVE 2001/83/EC {2 LV, EUMBEN CTEE N Z R T 270121, Hi%E o #
I L B A FE XX REGULATION (EEC) 2309/23 2} -3 % European Agency for the
Evaluation of Medicinal Products (2 XD HFRAREZELRTNIE b0 E IR TV,
REGULATION (EEC) 2309/23 i%. E{Jﬂ%%mumd%k 72 5 EH L A Annex @ Part A IZHE L
7o (RHHL X DNA Hiffi, &/ 7 v —F btk A A7 7 7 v o —Hiliad Huv Tl
SN AHEFN), COMMISSION DIRECTIVE 2003/63/EC (23T ATMP 7% biological medicinal
products (E¥ ) ThH DI LMWBIE ST, Z DORFO ATMP [TE 51 TA R RS & OV
RN o ¥ Td o 7=, REGULATION (EC) No 726/2004 (2 X ¥ . European Agency for
the Evaluation of Medicinal Products % EMA 22L&, EMAIZ L AT RERZZ T 5
AN X EHID Annex I[CHE &3 (&M% REGULATION (EEC) 2309/23 & [7 U). REGULATION
(EEC) 2309/23 X &1L &#17=, REGULATION (EC) No 1394/2007 (23> T, ATMP (ZHHL# T2~
TSN BEMEN S &2, REGULATION (EC) No 726/2004 @ Annex (& ATMP 23BN &4, ATMP
25 EMA DHRIKFE ORI R L 72D Z EBEE T2,

ATMP D R 5E&FR D FNEIZ BT L TliE. REGULATION (EC) No 1394/2007 @ Article 8 270k
238 5, CHMP 73 CAT (2%t L T ATMP OB FEAIFHMIZ B3 5 ffi#Z%E (draft opinion) % {ERK
@“5 LXO2BIEERD D Z L CAT 25 CHMP DR KI R KRB E G720 0 AR 2 AE 4 5 5%

X, BEar e o ARERINSLOBEOALZE, b LarerRARE LN
f/ﬁa WIEA U N—DEBEREBHA L, AMEOHRIIEZERERAR b2 EEZNEN
DR ZE FLH T2 = J:\ CHMP (Z 25 F 7% . CHMP O fe &) 72 FLAEAS CAT O RLfi & — K L 7e Wi
A WEAMOMANCG, RAEOFHEOR ZHRILICE T 23RN ZRRT BN ED D
nTwns,

REGULATION (EC) No 1394/2007 A3%&%h L 7= 2008 4= 12 H 30 H X v & H{IZ EU N TO il
DIERFE Z AL TWZ ATMP IZBE LTI, BATHIM 258 1 2 A& 2 & & 4v7z (5] REGULATION
Articke 29), HHfk To28 5 A2 B < ATMP IZ DWW TIE 2011 4F 12 A 30 H £ T, FHfk Tesl i,

DA 2012 4F 12 A 30 H £ TIZ[A REGULATION IS &1 5 Z L 23k Sz, WIEWIC
ATMP & L COFAGRORFEEIT 535G, Wid O FEEHIGRS L7z, 2012422 H 15 HIR

ST, ATMP & L TR ENTZDIE, E%i*%ﬁk #M ChondroCelect (TiGenix ft) D Z
f&;éo R P IS ARGR S N B L R R,

W7 ARRRICBE T D0 A FTA UV FEZLUTICE LD D,

HARSA2 %4 B

Reflection paper on stem cell-based medicinal products BHEEMNALE-EESORSGERAZEHEEICEALT. &
(EMA/CAT/571134/2009, 14 January 2011) B .BRK.FBEROBANSDEZFEELHELD,
Draft guideline on the risk-based approach according to Annex I, Risk—-based approach [CEDZEERFTHRABRFEZ(2HEY
part IV of Directive 2001/83/EC applied to Advanced Therapy RAORET—HEEDLSIZEZBZNEEELEZLD,
Medicinal Products (EMA/CAT/CPWP/686637/2011, 19 January

2012)
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(2) RAREIKOMEH

BRM TR, FE STl D BE & %5 (named—patient basis ; BREHRA) H D5V
HBORMER T HEELEME %S (cohort of patient basis ; BREF a2k — FR) @ 2
DD X AT D compassionate use 727 T ANMBEZ L ICEHEINTWD, EOMRALE
2o TWADIZLLT® Directive X Regulation TH 5,

- DIRECTIVE 2001/83/EC

Article 5

L MBEEZZ IO B DIEAEIZHE, R BRI T 72010, AREZITZEREMNFZOERO B %
B2 fE Rk LT RIS > TRAIS N, EADOBEENBCOBEELRICB W THEHT -0 I &
NDHEIHKSZ, K Directive DIE CRAFEOEILZIRTE L TUIR L) BT 22N T
x5,

+ REGULATION (EC) No 726/2004

Article 83

1. Directive 2001/83/EC ® Article 6 CRAFBOEIKML Z KT L UL b)) OEAEZRAT 720
12, IR EIEA Regulation D Article S(D KU DIWICHET A2 7TV —IZET5 PHEEKLZ
compassionate use D7D T A LN TE 5,

2. ‘compassionate use’& . Article 3() KO ICHET AT IV —IZE@THERKNZ .
compassionate Z2BIH O TIZ, BHEIZTEELREFHER, b LIIBLENRIKETH D3 KB I
FEELTEHBRERBEIZTONRVWE ) RBE IV —TIZXH L THHHAEET 2O TH D, %t
S LR DEHEMIT, A Regulation d Article 6 [ZHI Y BRFEABHFE N RSN TWD ., & D WITERRR
Bra BT OO TRITNTR S0,

MArticle 3(D KO QIWCHET D27 TV —IZ@T HEEM] X, M FT7 7 /0y
—7rtx (H#Z DNA, ¥ Bz B, "M 7V F—~ - F/ 7u—F 1§k %
FAWTBRE ENT-ESKS . ATMP, K Regulation FEEhHEIZIT AR S T2y - 7= B JE K
ZEte Ll T O MR (AIDS, Ja, MRRZAMESR A, FERW. B O RE - hofEmE, o
ANAEE) D NAEREGS A —7 7 VEELOPIRKBE LRI D NEEELZIET,

DIRECTIVE 2001/83/EC I% named-patient basis, REGULATION EC/726/2004 /% cohort of
patient basis TH VD, WTILH I E G E 2 #4255 Z L1272 %, Compassionate use
BT 2 XEL LTI, RO 2o8HDY,

* Guideline on compassionate use of medicinal products, pursuant to article 83 of

regulation (EC) no 726/2004

*Question and Answer document on Compassionate use for centralised medicinal products

InbUANT, BAEEFREZ ST ATMP ICBEE T 2 FIS A E & L TIL” hospital
exemption” 73 & %, hospital exemption I%. REGULATION/EC/1394/2007 @ Article 28
Amendments to Directive 2001/83/EC @ 2.1Z2X Y . Directive 2001/83/EC @ Article 3
WU T 7. 8BNS DTHS,

REGULATION (EC) No 1394/2007
7. REGULATION/EC/1394/2007 |[ZEZ X415 ATMP 23, fH 2 OFEFIZTHH A X LA — R#LGL L L CE5]

43 http://www. ema. europa. eu/ema/index. jsp?curl=pages/regulation/general/general_content_000293. jsp&mid=WCOb01ac058007e¢691
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DOEZFZUTITIEC D720, FFEDMEEREIC S EIEEH M (non-routine basis) ICFH S,
Eﬁﬂ?@ﬁﬁq%%ﬁ@TKH JJDE'HI@f“FmWTﬁﬁH ENBEE. 2O X 57 ATMP [ZIEA Directive

(Directive2001/83/EC) @M s 7e\vy, Z D X 5 28 o RGNS E O RE Y R OAKRE =T 72
e sy, MEEZ, BN L —3 U7 0 LERLZEMEEMR (pharmacovigilance) ZEff:,
KRR NRT T FZTTCERINTVDRFEDMEEAEN, Regulation/EC/726/2004 IZFD5< EMAIZ L D
B NLE L KA ATMP 2B L T Community L)L TCER ENDH D ERIETHDL T & HRIEL
T IIER S R,

Hospital exemption % named-patient basis T V. F—EHANTORE LFHEHANKD S
o, g AR LT E R,

Hospital Exemption @ FC® ATMP O FARPLIZES L CTid, EMA 1% 2012 K £ Tz LR
— hEHET 2 X MBEEICKELTBY, AROTFT—XTFEEZR0N, A F—F v b
MBTUTFTO3HEOFEMEZRHITZENTET,

% 5-4 Hospital Exemption F T ATMP O Bk,

EX& PR (S

OncoVAX® Vaccinogen, Inc. (USA) | 2010.11.09 L X)1J—X

OncoVax . BROKGENMAMBRERSRICKYERSE-DOE.BCGETY
ANVRELT—HITHRET BT IF, BElCphase 2BERABRTIIFUEREIC
KUK R VOB FHMREERH TS,

Dutch Ministry of Health, Welfare and Sport A% Hospital Exemption ELE2A] . R E
DFFAIIZ&Y . Hospital Exemption 2RI X1 FER A%, Rt X BB OER%

HETIFE.
DCVax® Northwest DCVax®I&. ¥ Fraunhofer Institute X F TR L TWSMES I 5B Rt
Biotherapeutics, Inc. KRR EEA,
(USA) FAYT 30 MR TDBERT. 240 B DBENBHRINDIFELEN. COBRD—
ERIX. Hospital Exemption DEETITIFETHZEN L,
HepaStem Promethera 2012.05.14 FLAYY—R

Biosciences (Belgium) HepaStem (X, EMEER A FRIEEMEE T, FICELAMEMNLEREIRSEINS,
Crigler-Najjar Syndrome (2% 9 % phase 1/2 EEIRAERT. FIHTHEEIZ
HepaStem M 53N zEHELTLVD, T DA M T, HepaStem (&, 2009 F ~
2011 ZE(ZH T T Hospital Exemption DA T3 B DEFIZIHRE SN T Proof Of
Concept ANEEBASN TS LB RTINS,

Hospital Exemption %, A X LA A RIZKXDMENIBED HFIEEZIERSELZENEB
EoltBbhsan, EHET, EBo 3RS L 512, ATMP DK TO POC (Proof
Of Concept) D7, & A\ L Translational Research ®—Eg & L C. f{HICIEBRZ B4
THEDICZORENMEA SN TND LS TH D,

(3) WEOART v AT X 5RVIKRR

FRUE, RARERE~DOT 7 v RICHET 2B ETH D03, HRREAREZ G H iR
THdEE O f R TE AR EZBET D Directive 2001/83/EC 76 DFIARENH Y . LA D
FORBEDO T 7T MY PRIGEAGRIZED Z LN TE S, BINTIEH, Z0LH7%
FrE 7' v 7T MK o THRIRGEAR DG LT ATMP (X5 D & 2 AR\,

1. Conditional Marketing Authorization

REGULATION (EC) No 507/2006 | & 0 MR5E&KGRIZE D 7' 1 77 LT, Regulation (EC) No
726/2004 @ Article 3(1) KN (2) DOFiMZFIZIET 5 MHERKL T, HERHEMELD D
WIEmM IR DB ORI « TB - ZWric v a =S, WHO & % W E European Community
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DRI T DAREE~DOBBIIGT HIEFRCHEHA SN LERL, A—7 7 VEEL %
FEEEBOWTANERIRE LTS, et EBICET KT — #1314 The<
TH, HREOHENY 27 LV EHS, BRREKT —Z BEFEREZH S5, unmet
medical needs 3 ifi72 SN D F DKM A AT/ 3 & CHMP 234y L7z & =12, &Kiff+& T
MRGEN AR I N D, RIBEKRBOWIRIL 1 FMT, 1 FFHOEFNL AR TH L, HiHILT
EOLRTRIARR LD RENDT —F 2T HILENDH Y, T —F B2 THi>TZERET

FHEAARRITET ORBIZOO BRI OND,

COMMISSION REGULATION (EC) No 507/2006 of 29 March 2006 on the conditional marketing authorisation
for medicinal products for human use falling within the scope of Regulation (EC) No 726/2004 of
the European Parliament and of the Council

2. Approval under Exceptional Circumstances

Regulation (EC) 726/2004 Article 14(8) THE SN D ABERX T, ZHIFZELKED
BEFDPmD TRV EEFFERAREONTWD, mEENEHIC LD 7T — X IUENHE L
W EOEHIZEL Y, BHEENEOENMNE L et s RnT T — X ERTE RN E
RBOLNAIGEICHEAIND, HEEFLZEMEICFICERE T L I>RDOLND, T DOKRE
RN S, W ORBICE D B2 oAb H D, WA K7 A (GUIDELINE ON
PROCEDURES FOR THE GRANTING OF A MARKETING AUTHORISATION UNDER EXCEPTIONAL
CIRCUMSTANCES, PURSUANT TO ARTICLE 14 (8) OF REGULATION (EC) NO 726/2004) 23%4T
ENTVDHY,

(4) AFVRACRD, REKRBEKL~DT 7R

BRIN D Directive 3 DU ME Regulation TIE® D ARFEA B D ISR DWW T, The
Human Medicines Regulations 2012 @ PART 10 Exceptions to requirement for marketing
authorisation etc (Z 167. Supply to fulfil special patient needs }2 TN 171. Exempt
advanced therapy medicinal products & L THE I TW3, Regulation (EC) No
726/2004 @ Article 83 @ compassionate use 2B L CiE, HENEOEHEZLE L LA
WD T, 46. Requirement for authorisation @ (7)1ZAK Regulation L Article 83 O AL
TIZHdEDRENHLDHTH D,

1. Specials

DIRECTIVE 2001/83/EC @ Article 5 (ZH5< DT, HEEDOHBWMRIE RN H Y . KEH
TRER S AT ERISUT SR ER OB RICES Al S -G T, Hx 0BE OB BT
DT EHINDYA % Specials EFFL TW D, HEWN T specials’ M & SN D551,
BIEH 1L MHRA O34T 3 5 manufaturer’ s (specials) licence BB LA 5, JREA2 LT
32 6T BEOUEZN T AR SNIZFFEORE N H 555137 O b ALV, Guidance
Note 14, The supply of unlicensed relevant medicinal products for individual patients

FEAE, WEEETTH D,

44 http://www. ema. europa. eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500004883. pdf

- 114 -



2. Hospital Exemption

MHRA {X. Directive 2001/83/EC @ Article 3 (7)) DEH S ATMP @ 94 38 1 R4k
% Hospital Exemption scheme” & L T The Medicines for Human Use (Advanced Therapy
Medicinal Products and Miscellaneous Amendments) Regulations 2010 (2010 4= 8 H 19
BRENZ Lo THIETDHIEL L, SHIZ201LFELHIZLLTOTA X v A%ERIT LI,

GUIDANCE ON THE UK’S ARRANGEMENTS UNDER THE HOSPITAL EXEMPTION SCHEME
ZDOHAX L AT LD L, Hospital Exemption ® F CHER I NS WEIEAL L TCUTD
HLOEFET TN D,
+ Good manufacturing practice (GMP) and quality
+ Pharmacovigilance : X®O X 5 A EFEREZ Litdk L, MHRA IZHER SN D ERIEH 234G LR g il o
v, BIETFR 2T T ARSI, U A7 EHEE A ERT B,
- Traceability : {EFICHEV, MHBMIEORMEE L ZREOWME ORLEMBIMHIRT 5 AT A E L
L2 hid7e 57220,

Regulation TITER INTWARWR, A XV ATITEHINS (LFE) #HEEL LTL

TOHEBIZOWTHEHA LTS,
Labelling

Package leaflet requirements
Advertising

Ethical issues

Z?® 9B, Good manufacturing practice (GMP) and quality TIZ.

Regulation IZ & % & hospital exemption (2D < BUEIIMBEEOHBH Y ROKRBEHFLILERH D,

A XU R TIHREER X MHRA 7> 5 8GR E ] (manufacturer’ s license) #EGTAHAXLERNH S, Al
WBATOREERFATOWM Y RDIZH > T, BHORE TIERFEDO LT IV — (ER IR, M
fuia#E, X tissue engineered product) ¢ ATMPs D Hl&E % #Fn[ 4%, Hospital Exemption o F Tl
& - EH S ATMPs 1% GMP O JF RN HERL L 721 F #uid 72 572y, & 51T European Commission | ATMPs
IR RN GMP A R A4 U &FITTHZ LI ->THBY ., EU GMP @ Annex 2 I EN D5 FET, H
E, WEPTH D, MHRAIFRZEN T 2B OMEIC LV EOICHETH SN P IZHEA L TWDHNnE 5
BrITH, ALY A7 X—2TfTbiv, "7 MRANCEET 5. )

L&V . Hospital Exemption (Z X % ATMPs D #LiE 21, SLGEEEFF O RE & GMP Sl
RKOBND,

Non-routine M iR

B DHA X AD Annex B IZ1% Guidance on  “non-routine” MNffE L TEKY .
hospital exemption M MEEM: D —>ThH 5 Hi&E ) non—routine THH Z LT L T, ]
Z % - T non-routine TH D LRI LT H>NTHNL BN TV D,

ZDOHAHF L ATEBWTMIRA I TEFH (routine) & IFEEFHI (non—routine) DHER
Z XA D M A AR R T 5 DIERS TRy & L7225, routine/non—routine
DO XBNZ B 7= - T,

- BEOXMRBE ORI TH DD
- e OBED R — L b BB
DREE DL LTS,
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EZREOXMENE — ORI TH D h

AR =N X ERELTRY, TOEENE L TV EHA, B XA routine ICE SN T
W E I MERETAICY ) EERHEMREEICR DN, TOZLIERLAN L —% —n g4 56l
YR EITHDINIOVTIHEEL KIFI AN

cBRSOKBICE Y TEEHAD routine TH D E D T, G ORE Y —2 OB LY H
Wri. [HELGLNE S TH - =03 B/R RN

< TR — ) OHWIE, Mizxo ATMP OME (TERMBE, B, #5155, A8, koG =
A PR/ BN L 0 I S B

- IMHRA IZE T 2 HiE, HiETn v R HERHBOBENRFE—TH 256, £ TOHAZE ATMP [IARED
WCERRZHGHTHD ETHERITITE S 720

LORHE L H D

e ofED X r— 1 L FEE

cMHRA AN UL — & —ORET 2R/ EOREOEFH K., BEOHANE HHE, REORENESLT 5 F
TOWIMEBET D

CHEERSORGER 7 — v BEENRT I R D RS E TG I 2, BliE rate 23— E M
OB TREBITWIM L= F U AT, I~3FEOB TRIER7r— L & FEENHLEN routine I272 - 727
EONzHMT5Z ERAREE 2D

L, MENRTABICEED, 228N (Hlx X, MEoMEsE s, A) ThH%4A . routine
ThHHNEI PR T HI21E, EFICLYVEWHIRBALETH D

< RIS, KEERLENRNL D ER 5 72A . 1HFLLNT routine TH B LI T 5

L TWA

3. Compassionante Use
Compassionate use 2B L Tix., KT H A F o AIIFFEE L7Z2 WA, Guidance Note 14 D
WEIZHETHESN DS LILR W,

Specials & Hospital Exemption @ EELRFESIILLTO®EY Th 5D,

1. Hospital Exemption %})i ATMP [TH#iE & H 23 [F — B E T2 T L7 67208
Specials Xy ATMP (ZeE N THRIE SN O THBMAINTZ L O THED R,

2. Hospital Exemption %} ATMP 1%, EBEFHRMENTE (AR 12 X > TITHO D A3, Specials
SPI ATMP 1%, ERR, KA, HEH. TOENPODLGTEICLI > TR D ENTE
Do

3. Hospital Exemption XtJ& ATMP 1%, AN DL FEIZEBRTHLINR I AZLAAL RTh
V. FORNEIIIEEFHITH S, Specials XIS ATMP DA 1T, FEHIZFZ%E RS O
N7, WERAIN TV HEERGPFA T AWEEICHERNTFEIND

4. Hospital Exemption %}iis ATMP (X, JBPBE CTHEEAH S 72 3 UL 72 572 )3, Specials xf)i
ATMP 121X & D X 5 BRHLE T2\,

5. MREDOARICET S8R - AA K1 0%F

ICH I 2004 fEICEHH L Z 2 R EM (Pharmacovigilance Planning ; PVP) (ZB84 5%
HA KA ICHE2E) THREAEIZE L=, ICHE2E ™3 FK L IZIXRIKFIZ, EU I “GUIDELINE
ON RISK MANAGEMENT SYSTEMS FOR MEDICINALPRODUCTS FOR HUMAN USE” #%F L7-, Z D
A RFG A Tlk, ICH E2E TOURIZEROa L7 FEABELTWAER, Zhi2z
T, WEMNRY A7 2R/MET D200 HEIZOVTHEEL LTS,
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AATA KT A Dar&7 M, Regulation 1235/2010 (Commission Regulation (EU) No
1235/2010 of the Furopean Parliament and of the Council of 15 December 2010 amending,
as regards pharmacovigilance of medicinal products for human use, Regulation (EC)
No 726/2004 laying down Community procedures for the authorisation and supervision
of medicinal products for human and veterinary use and establishing a European
Medicines Agency, and Regulation (EC) No 1394/2007 on advanced therapy medicinal
products) M X Directive 2010/84 (Directive 2010/84/EU of the European Parliament
and of the Council of 15 December 2010 amending, as regards pharmacovigilance,
Directive 2001/83/EC on the Community code relating to medicinal products for human
use) FTEMEZFF O L DIV JEMEBHI A2 S o THEIERIC X 2BEHE B D
912722  AREOBITIZEI L T 2012 4F 6 A 12 COMISSION IMPLEMENTING REGULATION (EU)
No 520/2012 of 19 June 2012 on the performance of pharmacovigilance activities
provided for in Regulation (EC) No 726/2004 of the European Parliament and of the
Council and Directive 2001/83/EC of the European Parliament and of the Council 73
RS, 2012427 H 10 H X932 L CTW5b, F7= pharmacovigilance ([ZF@E 4T A H A &
A e TARTAVBERAFINTNDY,

ATMP O8I AEEE (summary of product characteristics). Fsr (labelling). ¥RAT3C
# (package leaflet) DOFHEFIH, RBRBOEMH L LT, AMLOEER IO 7 10—
Ty7\)X77Zv%/F\FV—%EJ74#1i%ﬁ@%%:MzT\L%ﬁﬁ%
7233 % (REGULATION (EC) No 1394/2007 Article 10~15), Bz IiXhL—H U F 1 IZH
L TlE. ATMP DR AGRESE 1T, 2 D ATMP & OVF D JFEEHZ S W TEE D & ATMP 23
HEINDEFEHEMEE CED TETE L AT A%, ERERESIIAEE &I L Z2EBHC
XDHVATLAEBELRZTNERLR2WVWI ENREDLN TS, £72 ATMP 23 b NG -
Jaz&ted &1, ik L —HE U T 4 « A7 LD, Directive 2004/23/EC % 0 Ef:
WWABLEZLOTRITFNIZRLR2NE SN TWD, Article 14 (%32 ATMP [A]1F 4 A
K< A & LT, GUIDELINE ON SAFETY AND EFFICACY FOLLOW-UP - RISK MANAGEMENT OF
ADVANCED THERAPY MEDICINAL PRODUCTS (EMEA/149995/2008, 20 November 2008) 3 5,

FEI3H AHIEEICK DHERHESF
1. EMA

EMA IZESR 2 BIR 3 A FEITHK LT, Scientific Advice XX Protocol Assistance & &
9B 2 LN TE 5D, CHMP DFX . L7~ Scientific Advice Working Party (SAWP) 7%, ¥
TORFHMAICBO LT, 2B 2 20MFICHIET 5, UTOTA X A%TITE L
5,
European Medicines Agency Guidance for Companies requesting Scientific Advice and

Protocol Assistance (21 May 2010)

45
http://www. ema. europa. eu/ema/index. jsp?curl=pages/regulation/document_listing/document_listing_000199. jsp&mid=WCOb01ac0580025

0b3
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3% 5-5  EMA |2 X A FH s B

HEEnES M=

Scientific Advice EELORE. REMRUMEEZERIMTIDIIHELHALRBREABROETICEELT.

RE(EE b2 EZRUEMENGHER) . EBRK (EERUVEBRZMNHER) RUEERKRNA
HICETHIEENIOEMICHLT. HEMEMEZEZDLD. WEDS/ITHAIILDET
DRAT—UOHEBNHRELD, BFEMARREICEE S, &z Scientific Advice [ZIX4F
FDIRFEARRFICEAT DEMMBE N LA,

Protocol Assistance Scientific Advice D —#& T, European Commission IZ&% Orphan Drug I8 EDREZFZ(T1=-%
12, BRFE AR R FELIRH 9 BRI Protocol Assistance #FE L TE5, Orphan Drug D RE . &
U RUMEERIITIOICHELRRLIGHBREABOETICEELT, 8 (BE. 2.
EZRUEMEMARR) . FBER (EGHERVEEZNAR) RVBRMAEICET L EL
SNEMICH LT, EMEBEEE5A25EM, Protocol Assistance ¥ ERGRBEELLTIE. F
DERBICHELEZRARICEAT L0 . B — @G IE CRREH DLz Orphan Drug 12X 3 58
RMGEREDREIIZET 53 0. Significant Benefit DEIEICEAT DA EZ N5, &
BDTZATHAIILDETDRAT—U RGN RELD, HENLTEBAIZRESN . EMA
M5 &YFF 7Tz Protocol Assistance [ZIXFRDIRFTERFERFICAE T HEMBME A LA,

Scientific Advice & Protocol Assistance %, Z L% 4L REGULATION (EC) No 726/2004
® Article 57 T REGULATION (EC) No 141/2000 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 16 December 1999 on orphan medicinal products @ Article 6 Z JERJIRIL &
LTWb,

ZHIVETCATIZRIT A ATMP 12889 5 Scientific Advice D EidRIMITLL T DO XL 51272 -
TWDHH, OB EOHNFIIRFETH D,

5% 5-6 ATMP |[ZB89 % Scientific Advice @ FEHi IR

2009 2010 2011 2012 2013 &
Discussed 25 30 36 31 2 124
Written comments to SAWP 17 15 8 1 41

(2013. 01 @ CAT meeting HF)

BB 2 DOBSIIKE FDA EWATL T D2 &6 T& 25 (PARALLEL SCIENTIFIC
ADVICE 7 m 7' Z L), SAFRELREROSNL, BE, 97T, F—7 7 VEE, A
EH#  F 57 JnaY— Advanced Therapies, 77—~ J I 7 A k85 fEE DS
parallel scientific advice DXRT, BHRITA RTA4 VDEFEELBRN, HDIWIEIHA K
FTAVIIFEL TS EMA & FDA & THHEZRE WD B 2 ISE 2 k92 B E 3w 22 =
i CKIET “fast track” FRELXZIT D XL 9 28 S OICHERBRL 2N, BiE
P, R EIEICET IMEOL 2 bR ERD D D,

BlES DA 5 A%
GENERAL PRINCIPLES: EMEA-FDA PARALLEL SCIENTIFIC ADVICE (22 July 2009)

[ 3 i D 7KER A T EMA (23240 5 X & 457 FH0BHZ COUNCIL REGULATION (EC) No 297/95 of
10 February 1995 on fees payable to the European Agency for the Evaluation of Medicinal
Products IZHE SN TWD (@FHFE DL FIIA Regulation DIEEIZ LY MIR), £t D
Jie4THLA] & LT Rules for the implementation of Council Regulation (EC) No 297/95 on
fees payable to the European Medicines Agency and other measures (22 March 2012)
N34T I 4, Explanatory note on fees payable to the European Medicines Agency (28

March 2012) 128X, HEEN2012F 4 A1 HXVvEHINL TS,
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# 5-7 Scientific Advice XIiZ Protocol assistance (2R3 5 A& ¥ &

Scientific Advice H]E

XN 80 300 EURO

(Level 1II) - Quality, and safety and clinical development, X [&
- quality and clinical development, X [&

- safety and clinical development, X &

- qualification advice

IZB939 % initial requests

40 100 EURO

- Quality, and safety and clinical development, X [
- quality and clinical development, X [&

- safety and clinical development, X &

- qualification advice

12§39 % follow-up requests

XN 60 200 EURO

(Level 1I) - clinical development, X [&

- quality and safety development, X [&

+ quality and bioequivalence studies for generic medicinal products
IZB8 9 % initial requests

XN 30 100 EURO

(Level D= - clinical development, X [

- quality and safety development, X [&

- quality and bioequivalence studies for generic medicinal products
IZB§39 % follow-up requests

EH AR 40 100 EURO

(Level I) - quality development, X [&

- safety development, X I&

- bioequivalence studies for generic medicinal products
IZB89 % initial requests

20 100 EURO

- quality development, X I&

- safety development, X (&

- bioequivalence studies for generic medicinal products
1289 % follow-up requests

1. Quality development: {LZ2R. HH| K OV 1y 3l R

2. Safety development: MK OVHEHR AR R

3. Clinical development: HEHDVIIFEBER T T 4 T 0B b b MEBREIZRB W TIT 9 HF3E T,
W ONREL LR EINETHT20ILT VA v LEHRREHRZ2ORBR 2 & T

4. Initial request: AFBOFIUIIRITITON D, FiFOREIEE L TEA ST scientific advice
& BT protocol assistance IZRIT A A DELE

5. Follow—up to initial request: Fx#IDOEYLE L [A Ui & fE1% (quality, safety and/or clinical
development) ZRHT 2 FhITH< EE

6. Qualification advice: AFZEPHFICEI L TRE L L FEOKFEDOHEANZITANDLILDL N E S HICH
T5, BH LT — X OB E S BIE

# 5-8 Scientific Advice [ZBId A EimitE

Bk e M=

Scientific advice Micro, small or medium—sized - JE orphan medicinal products T#H 4L 90%55 28
enterprise (SMEs)
-orphan medicinal products & TE AVd 411X 100%38 28

Protocol assistance Orphan medicinal products -SMEs USHESENRABEETHNIL 75%FEE. NEAEETHN
I£ 100%5 48

*SMEs THh(E 100%5 48

Scientific advice INEREZE = 100% 6, 28

Scientific advice ATMP *SMEs THNIE 90% 5 28

*SMEs L4} (& 65%58 58

micro, small and medium-sized enterprises (SMEs) : i 2£ B 250 4 R 2> oM 56 &2 EUR 50 million
EEARV, RO/ SUIEREER RE AR EUR 43 nillion ZB X2V H O

COMMISSION RECOMMENDATION of 6 May 2003 concerning the definition of micro, small and medium-sized
enterprises (2003/361/EC)

AN 0 B~ 1T
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IS OWAHEE CEENPBERTIHAE. bo E b ARREENSEH S, AN
S I E AN

PR E D AR LA

+ SMEs

COMMISSION REGULATION (EC) No 2049/2005 of 15 December 2005 laying down, pursuant to Regulation
(EC) No 726/2004 of the European Parliament and of the Council, rules regarding the payment of
fees to, and the receipt of administrative assistance from, the European Medicines Agency by micro,
small and medium-sized enterprises

* Orphan Drug

REGULATION (EC) No 141/2000

- /N AR

REGULATION (EC) No 1901/2006 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 12 December 2006
on medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, Directive
2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004

« ATMP

REGULATION (EC) No 1394/2007

2. 41¥YR

MHRA & EMA & [EIEE®D Scientific Advice ZBHIEE (TR L TRALL TW 5, Scientific
Advice 1, KB HFEZITOAMOHEBO VWL RIEM TLHLETE, HDHWVIX
pharmacovigilance, /N5, T~UL LR SCEDEE | KZFBE D regulatory advice 72 KT
DWTHMRT LT LA TE S, MR, i TiThiv, —ElHD 90 oAkl B3
ORI T B A1 30 B ¥ B UWICER CTEMN SIS, Advice DR IZ OV T,

BEFEABEEATHNEZ TS 2 &ﬁVC%%>LmﬂJ Hrizle kel BARDSERF T — 4
DHIESAED 7+ —T v FI2HoN T —EH DT bEbE ERBENHEREIND,
Scientific Advice G:?ﬁé‘jiﬁ%ﬁiﬁ%ﬁtﬁb\o

FEBHI. LT L BY Thb, Scientific Advice 12455 FEEIORSHIZE L Tl
INERHEEOLGA, B LD,

3 5-9 MHRA @ Scientific Advice @ FEk}
Meetings Fee &

Pre—application meetings

Quality development only 2,378
Safety development only 2,378
Quality and safety development 3,308
Clinical development only 2,986
Quality and clinical development 3,917
Safety and clinical development 3,917
Quality, safety and clinical development 4,849
Discussion on development of paediatric forms and uses meeting criteria for waiver set down No fee
in schedule 5 paragraph 10 of SI 2008 No 552

Pre—consultation application meetings on devices incorporating an ancillary medicinal substance*
Quality development only 832
Safety development only 832
Quality and safety development 1,054
Clinical development only 1,054

46
http://www. mhra. gov. uk/Howweregulate/Medicines/Licensingofmedicines/Informationforlicenceapplicants/Otherusefulservicesandinf

ormation/Scientificadviceforlicenceapplicants/CON009534
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Meetings Fee &

Quality and clinical development 1,443

Safety and clinical development 1,443

Quality, safety and clinical development 1,831
Company discussion meetings 4,810
Pharmacovigilance advice meetings

Standard meeting 3,309

Major meeting 3,917
Post—authorisation regulatory advice meetings 2,986
Advertising advice 2,378
Advice on labels and leaflets 2,378
Reclassification advice meetings

P to GSL switch 2,986

POM to P switch 3,917

*Scientific advice on the medicinal substance aspects of the device product.

1L€=Y12 a5 T, Ixbm< T60 FHFIHZETHDDT, EMA LV {23720 2\, EMA T
BREEAZEH LE-SAETH, MHRA D FRE T2 o TW\5b,

3. Fq14v

K PEI Cix, ATMP OBAFIZEE 3 540 & LT Innovation Office Z 5% ) — e MIIC %}
JELTWAYT BI04 LTI, ATMP OBI3ICB T 2 HENICB T 28 (ATMP (244
M H0O08, BEE TR, Bl - VA R 74 %), scientificadvice (B =<
)41 B I ~ Jif PR I~ e 7GR - [EINIRGR~ KGR 2 DO TR R O £ O BB IZ & %fI) |
EMA @ SMEs BB EDTZODERIFT = v 7 72 ERND D, BRELTTRITATITIZD
XL TW3A, 1[EO advice meeting ITBH 2 RFEILIN T, FEEHIUUTDO LB TH
Do

# 5-10 PEI @ Scientific Advice @ Pkl

Meetings Fee (EUR)

scientific comments on the manufacturing procedure, quality, efficacy, or safety of a 260~22,000
medicinal product

independent scientific advice including preparatory and follow—up work 68 AN/ hr

1IEURO= ¥ 100 #18 T. ¥26, 000~¥2, 200, 000 L @23 A5, AT A8 T R Y
einoTo, F72. scientifc advice (Zxf T DA EICET A HE S R o 7,

4. 7T 2RA

7 A ANSM & [EFKSOBFEIZ% LT scientific advice 52 TWA, scientific
advice [IfEE TH Y, EEDH ANSM HBIRO AH (advice ZROH DD KOV H, HFE
BT 50, LW N D, Scientific advice X FHEHER T, e EE ., unmet
medical needs. FRIN DL EAEIZE L TV W/ NS BESE ME S S5, EMA @ protocol
assistance [ZFE T D H DL EH FI D, Scientific advice (X, BIFE D W72 D B, AK

47
http://www. pei.de/cln_101/nn_247838/EN/information/license-applicants/innovation-office/innovation-office-atmp—node. html?__nn
n=true

48 http://ansm. sante. fr/Activites/Avis—scientifique-de-medicaments/Avis-scientifique-de-medicament/ (offset)/0
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FeARETEEEL GHEICENSE) THROAZ ENTE A0 BEIC EMA 2>5 scieentific advice
T WD, IRGEAE A FEORHME R IXZ B S L2V, Meeting I 1 FFRETFR EE CTHINZ &K
205D LU NITOILD, Meeting D FEMFEIEIT 6~8F HEL D &,

F4H REBBDOBEEMRS
EMA OFk E 41X, Report on budgetary and financial management Financial year 2011,
Decision on amending budget No 1-2012, Statement of revenue and expenditure of the
European Medicines Agency for the financial year 201212k 5 ¢, LT EED TH
50, EBEOFEEIZH > TE, FEBHERHEFEOHFEME LM OT, EEDO HFAH ]
BUIFFE TE 220,

# 5-11 EMA O E#

2010 £ 2011 £ 2012 5
21K 656 689 737
Administrators 293 298 330
Assistants 253 254 260
Contract Agents 94 118 132
National experts on secondment 16 19 15

k 12010 4F, 2011 4FIE 12 AR, 2012 FF 13 FPHE LY

BEETICAXKY A, FAY 77 2AOHHIE RO NBEZLLFIZRT, A % U X MHRA
Ok E % (full time equivalent person) . Annual Report and Accounts 2011/12%°/Z
k5E, UTDERBY THD,

% 5-12 MHRA Ok E ¥

2010/11 2011/12
E 974(913) 911(867)
Chairman 1 1
Executive Directors 10(9) 10(9)
Senior Civil Servants 109(108) 109(109)
Other Civil Service staff 854(795) 791(748)

% :2010/11 1% 2010. 04. 01~2011. 03. 31, () I Permanently Employed ® %%

KA PEI @RHZ LA L. PEI I 700 &Ll Eo 2% v 7% BEHA L. 595 220 &HikN
scientist & D & TH H,

F7-. Indicateurs d activité 2011 de 1’ Afssaps®i2 X 5 & . ANSM OB L 2011 4E
12 A RHEF S C full time equivalent #A% T, 1034 4 (5 H 960 4 7 permanent staff,
74 2 )SFE permanent staff BkE), 960 & @ permanent staff §. KIS (Personnels

49

http://www. ema. europa. eu/ema/index. jsp?curl=pages/about_us/document_listing/document_listing_000158. jsp&mid=WCOb01ac058002933
7

50 http://www. mhra. gov. uk/Publications/Corporate/AnnualReports/index. htm

51

http://www. pei.de/cln_227/nn_162438/SharedDocs/Downloads/EN/institut/information-leaflet—-paul-ehrlch-institut, templateld=raw
property=publicationFile. pdf/information-leaflet-paul-ehrlch-institut. pdf

52 http://ansm. sante. fr/L-ANSM/Qui-sommes—nous
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contractuels) 7 821 4 . Personnels fonctionnaires de laboratoire 2% 120 4 .
Pharmaciens inspecteurs de santé publique 23 194 CT&H 5, 960 4 @ permanent staff
B, ZoMEDS 681 44, FBMEMN 279 &4 THIALH 71%% 5 T35, Personnels fonctionnaires
de laboratoire @ 120 4 H  Laboratory scientific staff 23 56 4 .Laboratory technical
staff 73 43 4. Laboratory Assistants BN 21 %4 D2 & TH A,

E5H EERRRIIES
RN & L TCTOEBREREIEIXARVWOT, AFVA, FAY, 77ROV TEN
FaR 5,

1. 1 FX)XAOERRRHESE

(1) BRI MR L

1946 FEHITEOEEMAEY — v 27E (National Health Service Act of 1946) [2H-5<
National Health Service il (NHS ] : {4 Department of Health & #E) MNIEA L
o TS, EORFBITREERY —CAORMIIEOELTH Y . MR 8 HFik13HL
& (M) X viibns 2 b, Al LTaERICERS CTRIEINDIZETH D,

NHS X 2ERNFAEE CTh 252, AmicBatEo g MR R & TIIABERE BT
y RN DZENEL, ERBEDFFREO BIRELZRINT 2 2 LT ky, REOERE
RN ZENOIZISE L THR Y, BFEEOFEE Z 5 RIEERRBKR (Private Medical
Insurance), NHS D#afxfG & 72 b a2 RS — R ICKT 5 W EHiET 5 Blak
fFEFEIRBR (Health Cash Plan) IZKBISN D,

Zofth, REOEBERBRIZMALTWZ2WD, HDHWIENIS OFHZLE R 0nHN, EHE
P—E2Z2FHT LD @ENKE LT, 28E AT 5 H I (Self-pay) HAF
ET 5, EEEEIT. BB WBEEMITICEFE LW IFREIRD ARb 72 EHEEE K-
TWDHIEN, WBEZRE L, WbtE OFIGI LW EIT>72 LT, IRIEOFREZITH> F—E R
B AET D,

(2) Fffh

A XV A TIIEFREIESN &EBBEENL & TIHMERES AT LB R > TWD, BHRE
KL OMEE R E/NL—I/L & LT Pharmaceutical Price Regulation Scheme (PPRS) 288 5.
[E 2% NHS (&3 5 B ORI R 2B 32 2 & ¢, RIS THIH S 724§ o & e
WTHHRZREMBRENATRE L 72D | Z Otk 25 NHS flifs & L THEES N AL > T
V%, PPRS [% NHS il 2361 2 BEH A SH A Ml 372 & & bic, BAEAEOI IR & i
WHFTHZLELEHBNELTEY, RH#4 & Association of the British Pharmaceutical
Industry (f ¥V ABSEEEW S ; ABPI) OEMA R EEIC L0 FRI 5 FETEICRE SR
%o BUEIL, 2009 4F 1 A7 54T L7= PPRS 2009 23 FERE L TV %,

HL4T D PPRS 2009 (%, 2013 FERICHARRUINL 2 2 528, #riz Mk e AT L E LT
value—basd pricing 2V A 4L, 2014 4F 1 HLIBRIC/ARR I N A EREKGICEH SN D =
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Lo T3,

2 SR

[EE I BE oD [E RS s | IS S BRI ZeAT CERR 22426 H) 43 A XY ZOEREIE (KABIL -
)Ml — - REREN)
BRY ¥ N7 +— 2 Y — Vol.56 (2010.11) A ¥ U X RRHEHERTT SO AGEE, Hf
=], 1 o 55 A
EIRDBFICBT DN a— XA AR - T4 7 L Zofett FEEE S (2011.10. 11)
http://pari.u—tokyo. ac. jp/policy/PI11_04_value_based. html
Equity and Excellence: Liberating NHS
Department of Health (July 2010)
http://www. dh. gov. uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance
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AR AR I BE 2 BB TR IR R RE R R FRBR AR (S B9 2 BT, iR ICREE S D
ZENTE, ZoLh, BICFFT S B (R A HERE R R BUBR O F2 i O FF A 20 23 HI
PRz a) LIRBRTH 27 BEICFFA ST SIE & FAERA, fal, R FERRO
W ISE 2 B HE . ZIARICIBIN L2 WA I3, B R SRR K ORI PR 58 e AR BRI B 9
LDEBZEHLALAVWEIICTDZ LR TE D), TBFEMRIGEAOSLA. € O H TE
SN HRIEE BRARREBR G RO R PIRE IR S o BB TR e Rk ShIZEE . P
EMEOEAKHRBRER TREBETD L0 TED ] LbD,

Y SFRAFNEO N B - FBEBRTE) OFELEDI T, BHIRTIEES O OB D
EEEED HHRERAEETMI A FT7 42 (2011)] & LTRITENTWD,

(3) REKREHEKE~DT 7 ADEHE

T [E CTIIRARELA~DOT 7 & AMEHEICH ER 2B AN RS TWD, EERXEEK &
L CRFORANBEFEEIZNT DT 7 B RAZ2RHET 5K & LT 1999 412 Korean Orphan Drug
Center (BEEFEEIS 2 — ; KODC) ML S #U7-, KODC 1% 2000 4F 2 A2 KFDA L ¥
F—7 7 VEEEHELE T HHER 245 T, 20014 1 HIZiEMinistry of Finance and Economics
X V. non—profit organization ¥ % ff5- X7z, [T < 2001 4F 8 AIZIFIHEFLEOLIEID
X 0 KODC D HFHEIZKT DIEMIRIMA G 2 B4, 2002 4F 1 AICIXEAKE T2 LICE
WA AT DHER 2 1572,
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FEELETIL, KODC 1, BEISH R T, 18R L 9 2 REBEIES L OE DML BEIE 52372
<, BAWANLERERMLCETAHERARI L, 2o Lo REKOME Gkl %25
T2) ZATHOTEDICHMN L EAKER L, EEZ 5L EFRHIIRRES THESND (B
915R), £, B —DHEEL LT, =77V EXOFRNELa L Pa—F—Xy
N =7 O, A —7 7 7 v 7o (B ¥ —WNICHKIFER Z %8 UIEAIR M
WZHT=d) ITH>ZTENEDLN TS (5592 5), Z O, KODC i &4 2B L Cixk
EIERATHE 38 RICHENH D,

F 722003 FEICETOMTRRAFIE A A5 & Uiz IND il FE 23 A L7ZBRc, T8 Bl Bl
PREER = 3K 50 V59 B AOEE ] (Treatment IND) J. [RSECIR L o B PR 5 SR FH 122 36 4 450

(Emergency Use IND) | DI &3 A X j17-, Treatment IND 23 BBRFH 4 % %42 & L 7= cohort
of patient basis T&H b DI xf L, Emergency Use IND |[THREME AN ZxtH L& L
named—patient basis & 72> T\ 5,

REESEFIE O 34 § (ARG E O7&KGRE) TlL, OB W T IEEKML 72 & ThIRR
Bk A S 3 5 LR R R GTH B E A fERK L CRMERMZ ST EORRBEZ T Ttz
LRV EEDTWNDN, @WHIZEWT, IEKRBREO-oIC/E S, fE S TlA
SNTEHEM 2 SX, BB E TR, oABRIERL IR by, 7272 L,
WDOEFDONTINNCEY T 5 BEOIRFEODICHRERBALSS TEDD L2 ALY,
BMERGLEEITEOABZZ T T-HEIE., YRERLEOBKRBR 2 ECixe, i
OB T LN TE, Z0HE, FIHEFEIZZEMLR2TNIERL 2N,

Lo KEINARTZA XY, EmE BT ERRERLFFOEBE

2, ICMNb D, RIBIBRFEN RNV & OIRIEEALE S TE D D A BRE )

A PBE T S EEEEI TR 31 RO T FIESR 34 FICESS BRBEELTED
BRI S TRBREIE N H D WITHEE R IESE 23 e < T, BEFOIRE T LTI ZE O W
SBhENIRH LN EM 2B TR E CRIAA T AIDS 72 &) ORFEEEZBEET -0
WHIRPOERGL 2 C2EHT 238 2BRAT2LEED TS, E2FAH 32 5 (BIKR
B oD M FAESE) 6. TIE, TERIRAER A BN e SRR O BIZbenwo &
T2 U RIS AU KON ALDS 72 EEM A G T EBRREEZFREOBREIME D D2/ M EK
M EITREDBBRED DHEIXZORY TR EEDTND,

2 S A il PR AR B BT K BB FE 81 T, Treatment IND 1% [HEMICHB & 72 5 ERARE
B E RO BE ZIRET D 12 O IR BB =35 ST T IREF AT S TR VWESE S Z A
HOICHEATE2XHICT22 L5259 EERIN TS (525 4.), 72 Emergency
Use IND & TEGRPRFRERFTEA&AFRATIC IS SR AR A ER LA A TE 2 L5175 &
SO LERESNTVD (BB24%5.),

%11 5 (BRI EIES O B EHS%) TIL,

O R AERNL ITRF AR SN TRWERRZ, EMm2ErTERRBRE 2 EICRE#RS 21
T B72DICHEALL D LT85, KOFZOFHRERGENLHEELIZEL, RMERLEL
BIFEOHERAREZSERITINLE bW, &L
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OF 1HOBRTBIZE DARIRIIRDOEBZONTNO —DICEYTIHETHY, ELEBIIHT D
R RN FBAICER SN EZEAICRS,
. Az B NI ERREBRR 2B 0BEOBRIBICHAVWEIGES
2. REBEMRLSITBREN 2L, BEOHETIERSRIBEDENBHETERWEBROES
3. WMEMBEERN Y ¥ —ENBHERRICLEE LRET LIRS

QOF 1 HOBRTEICL W ARINESHE, BARERLLZETENET LR RBREBE O KRARELEE
BEoOERESZ T TEE LR TRIEZR B0,

12 5 SRUR I O i PR 5 BR I 2= 38 5 4 5

OF 11 ZOMEICEBR L, BN EESITBBICEMEZBR T DISE0R0L L HE LB 4. BN
B 2 5 SRR A WA T 5 2 & 2N EE LUV R BUIE RIS IE R VR TH D LRI L
ARSI A 72 & O HAN (Biotechnology) EIF A HEBZEOIBEFILEE L THEHL LS L7256 T,
R R S B IR AT S SN CRWERG 20 REBFEOREZZ T CEMOEL T CHEAL
9T HBAICIIKROEEDERZRE L, AMERLLEZATREOMAARZERTIER S0,

OF 1 HEHOBTEIZ X AEMILZ Y HEBIZH L CHMMER & MANEELFEOF ThRITIE R 520,

QfMERDLZETRIIE | EHOREIZ L 0 AR 37 iR R B =35 ok U, T E T AR
FWILREIETEDEZ LICEY, WRRBRHBOABRELT DI IICEETHENTE S,

%13 5 UEfIH &%)
11 SeiE A 12 ZBUEIC K o TR RSN B2 5 5 3 TR FT S ST AR B R OO B KGR 2845 B
NESE . RBFEE AT %, SRBERNCTA L REHLUR, 1BRAR R ORI 58
Bl SR 7 LAV ST A PR 2RI L 7RI ISR L. SRR PIRE ISR L gl

BBV, FRINRPSTERREBEOSHIELELELE.

BRZE 13 TR Bl R AR A PR YE | (12

F0 . BMEERLETRIZZNZELHICHE LT IR0 (HL, HEEFESNESLEDOSRE,

A EMARET D),
% 71 PRI G AR RUBRFT UK GRIR S O 11 5k & 12 FZOEW
SERRE B P RHEBEEOKR T | Ko#k
B4k B R PR B 2 S S | 3 R SR B I L T W R PR R RS S O | S 3 5k B
BFREIEIR | XHAREF T S e | <R GRS GERERDY QOB N A RE A L )
EIEm 2 EmICE | — A a BB 2 EIORA | B R E ST, Wy U C R A 2 R
R CL2HEBREE | CaffocBH MR ERLO® | NEBRICBES
e EIIR R R 2R | —RBERLBIIRRIER 2 | BHEROEREE, N GE I M
T 2720, SCEEFDOFIETMRTE D | Balt - ARMEEER
F ORI R A W LB | BHRUEE T A,

B,
—EEERM T — RN
& LB

T BT O B R U RHE
L,

T2k | EMARASIIER | A HT BEODH k. — TR DI
AR | 1A BT B I WPERT LA R, | R L CRR, R
* SRIE L BT L 75 B, # DL T T
& BHEOREEL — B R 2 e
MELOMRENE | BOCERSR

<ThTEB

7o, WA E O G E

[ i R I A L BT R 1

KOEFEDNTHND—DIC
O — iz H R IR 5 2 BRI HEICEA L,

TRl - BEHEOF 41 2 GREEETE) oDIZL D L.

BT BB, Z OBIETIED B H R
AT LRTE D,

1. AIDS, #E% DA OfERRIEN B 5 A, RAR LRI K L, BRI T & 2 E3 M

2. MYEANRBLE D%,

VARAYESE S
3. WM T v R GYE K OV OAMERGLIE O RITATIZ R 92 T U UTIR BN R W75 T & 2 5 )

EH D,
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5. MIREORAEBICEAT S8 - A4 K51 0%F

HIEF 3T &0 3 (ERLHOTWBRLEEREH) OO LD &, B EZZ T 281X,
TRIERRALT D CTED D & T AT KD | BERT- JEA Al S SE AR 4 & D TR 3 e & O R A
IR O, BEAOMEEOTRBEREEHERL FE L2 T2 b0 LH
EINTWD,

[ RTE IR R BRI T A R4 > (2011) ] OF T, @pHMIEEANICE L T, &4
BB A . pharmacovigilance |ZBAT 2k N H 5,

EaH AMMEIC K B EHRHES

AL 35 400 2 (EIEMED 5 BZFTEORAHRED ODIC L5 L. [ 31 £0HE
DRV EESAREORBFAEZIEY ., BEBEE UL &9 5H RO 34 ROHE
ICED ., BHRRRA L E LES L HHIE, FA0 R RER T A A R O MR L Y I
SNT, HHN LD RAEEBELTRICRHNEEH TS ENTE S, LY, FalH
WD LM TELZEERORDTND L ELBND,

2 3 Bl R SRR G B AR GR R £ ) 12 KR, AR O & %} 5 & L7z phase 1 ERIR#
BR> IND HIEERTIZIX KFDA (T3~ 2 TEHERIHHR) AMEE STV D2, MliaiAl. &
TIREAL, THHU 7 F o OBEX, IBBROMERK NS BE TR T 5 phase 1/2 & L TiThh
50T, FHETERIZMNE TR, FEHRIISE CiThh, BEEER TRMFER 5,

F-ARBEBERIOMMRIZ DOV TIL, "Operational guidance on pre-review request of
pharmaceutical products”C, HlE I TV, MHRIExm TiThoiv, il CRIZENAfT
INb, MHPITEE S L IR TRt TnD L9 TH S,

ZDIEH, WFFEAR Z RIS M T 2 O 2R L, BIE O W O BEFE ) & FEMRAY 12
TET LI, 2009 £ 4 Hilcil b iE ¥ % — (Center for Drug Development
Assistance) “NEXIE STz, RIS OBRICEE T 2 BN A0 ek, FFr & B A GERRIR,
BEAR, BiE, GMP, WWES) ICET 2B EOXXEHEMREEM (T4 >, ki, HiEM
) T IEN ERMORMEICBHERER, BFEHOBEEa T vV 2R — L= T
AL TWD, FHRIFER D Z & Th D,

S E B}

EEHTE (7 AT T A8HE)  “Clinical Trial Application and Consultation Systems in East Asia with
Expected Improvements in China and Japan from an Industry Point of View” (2nd China—Japan Symposium
on Drug Development focusing on IND, Pre-Consultation, GMP and DMF System, Jt&. 2011.03.29)

Fa4ti HREALBOEEMR

KFDA Tl%. Biopharmaceuticals and Herbal Medicine Bureau ® Biopharmaceuticals and
Herbal Medicine Evaluation Department 23 EEEOFTEEHE CThH 5, KFDA DEEE I

65 http://helpdrug. kfda. go. kr/index. jsp
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FOFBITY =7 YA b (LR o iE/mbnRrol,

58 ERRERGEESE

1. ERRKRHE

EIX A AL AU T4EERBRHE (National Health Insurance)] T. 198947 H kb
FE AR EEL L TV 5, 2000 4F 7 A IZHUER, Bk 7 S 12 v T - RIS 23 B —
FfRICH A S, TERERRRAR) (IC—RIE I, BERBRTIEZEOES ZLE2HA > T
%

WEEORMEREORENEVWERFERE LT, BREREIZED S BEAHREENE
WZENFETFHND, 2004 FFICBIT HEEOBEABEEIASIL 38.1% T, BAD 17.3% &
DY 2L ERmLS o TS, BEAMEIGNAARI Y mOEEHIL, OFRMEHZ I
T HEFEABBE LA E N & QREERRORRAGA S EH SV E BB e
HRIEAZENE L S TRRAZENTFESNTNDZLETHD, RALENTFASATY
D OUE, BERERBRICRT 2 MBI A Z R 5700 T, BREAR O EE %28 2 535
TFIZONWTIE, BEREV—ERAOZREDNRFELAMT LI LR, TOLEDICEREA
AW D T2 DI R OERRBR~DOIMADEEIML TV 5D,

2. EEMORIKRER

FREE T, B FE N O Rl R AR A I & 0% o AR A0 A8 20 ARG LS RRATE L. BRI R 3RO B
BRI O F A% pl) U CORIRIEN A & 3% (Positive List System), BAKEIZIL, IR
MRsEA 2% (Health Insurance Review Agency : HIRA) 725, Fraffis% 13t RREEK] & Dy
SERXSE (Incremental cost—effectiveness ratio : ICER) ZFEIEIZ AR XTHYIZ A L
THREL TS, BRARERM ORI OV TIE, RERER RS A ML 3 W TRIRG 5
RERFEAN & P TE S T FEFNT DN T, EFEIRIR AR AN IR & DI A % a8 U CTHIRER
BN 2R ET D, @EOFAERBELICITRBER I A TWHDI O HIUE, ST
Wbt ob b b,

S &Gk
AR EWFE A RO No. 92 (2011 4 12 ) EEEFEARSIE O — AR bk OBLK EFRE 89 F8

JPMA News Letter No.151(2012/09) [FlomAmAaRtEIF—) s D

F6fl Fx - EXRFOXERKS
DO BOHE L, T747 BOR (FFRIRREIRER 7 %, ERFSG 4 5 R, 10 FLINIC 5 7
MOBRBEREZERTLIENI LO) ) ITRENTE LI IC, B2 RER L L RERK
FREAMICBORZ G0 B2 TEARGHE] O L 725 2 REZFBEEE 4 AR 2 R E
L7,
2 KEFBEAE : M KE L& B E o #ek
4 JEAHRNE - FHE : HTBUR O E ZAFEB R A RS . R d 2 L D7D D FEEMT S
FEHENG PR FRAF SR BA 6 R WIHEME RIS . 26 2 IRERBEEINPH RS &
EaaL]
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F 72,2008 4 8 AIZiX, 2012 - FE TIZ 7 KBVFENFRENZAPHEIA D 35 &5 BiE A8
O Tt ER A BT EEBOE OB F ARG ) 2R E LT, TOEERNE
% 1577 A =77 17 (2012 4 F CTITHFFEBH R M I B4R &2 [ENFRAEPE D B%ITHL R, 7K
FADE, TRVATLASE)] LRI TND,

M Z 9 5 M OBUF R&D TH % 66.5 KT 4+ T L, Kl - KB ~0 XX EE 4
25%70° 5 50%Z 5| & BT 2 Th D, T PELEIN & BraEEAIH, Mk LEY — X
72 8T REN 438 T 50 O E REAT & 40 OBEMEINZEFRIICHER L TV ELTED,
KA BRI 1L, E OO EEENDTFDO —>Th S, HEXAHOEHO a7Hiie L
TEF LN 50 OEABE RN O 212 [Stem Cell AN NETh TV,

2002 £ 7 A1 10 O HBR T Stem Cell Research Center®7’ Yonsei University Medical
Center |[ZR%E S A7, AT HRAHUSS152 million (BUFA3$124 million, FEREIA3$28 million) .
%51 (2002-2005) 13 FERE O FE 3255 2 #1 (2006-2008) 1% = 7 4l D B3 . 5 3 #1(2008-2012)
RS IS ) & FEEA L & 9 FHEIC, ZRetER ML, ARPERR R A D o kR 2 e RIS T
AT I3 T 3L TV 5, Stem Cell Research Center MO EEEEMERS & | T, Korean Stem
Cell Bank®" 238 ¥ . 60 #RITV D B b ES MM B GR STV D IEH, HEAEFERA iPS Mg
LI TND,

F 7 2004 LUK, HEEBOUMIZERIRBUR IS 3 2 2 i, THik ¢TI 7'm 2777 A
(Regional Clinical Trial Center Program)| & L TA > 7 THESEE L& 2 EH O KRR
A=t E LTS, T a7 A%, 2007 4F 12 HIZ KoNECT (Korea National
Enterprise for Clinical Trials) 7’'v 27 7 A~EPLR I 47z, KoNECT 7'm 277 AL 15
O CTC DXFZITIM % . Clinical Trials Training Academy % #%\JEGIREERICf R D
ANOEE - BRAEITO & &bz, MKRBEBEORHEINORE L EZDOHMNE LTS,

Seoul National University Hospital Clinical Trials Center
Inje University Busan Paik Hospital Clinical Trial Center
Kyungpook National University Hospital Clinical Trial Center
Ajou University Medical Center Regional Clinical Trial Center
Yonsei University Health System Clinical Trials Center
Chonnam National University Hospital Clinical Trial Center
Catholic Medical Center Clinical Research Coordinating Center
Asan Medical Center Clinical Research Center

Chonbuk National University Hospital Clinical Trial Center
Samsung Medical Center Clinical Trial Center

Inha University Hospital Clinical Trial Center

Chungnam National University Hospital Clinical Trials Center
Korea University Anam Hospital Clinical Trial Center

Dong-A University Hospital Clinical Research Center

Pusan National University Hospital Clinical Trial Center

N
%5 3 MR BN AR B O 7 + v —7 » FITR D PENE BB 2K 5 38 E % o BORBI W o 47

66 http://www. stem. or. kr/

67 http://koreastemcellbank. org/eng/
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AR 5 3 8 TONEERE (WEE) (2009 4F 3 H) SUERELFA B R A BOR A 22
http://www. nistep. go. jp/achiev/ftx/jpn/repl17j/pdf/repl17j0e. pdf

Regenerative Medicine in Korea: Recent Advances in Stem Cell Research and Commercialization of
Cell Therapy, and Opportunities between Korea and Germany

http://www. berlin. de/imperia/md/content/asienpazifikforum/apw/apw2009/apw2011/apw2011/soo_ik
_chang_symposium_regenerative_medicine_20110904. pdf?start&ts=1319719049&file=soo_ik_chang sy
mposium_regenerative_medicine_20110904. pdf
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F8E TNt
F1EH BEEEROEELDOEM
1. BARDEECE

1995 412380 L 7= WTO/TBT B € (WTO Agreement on Technical Barriers to Trade) [,
TR O A [EH O HAE K OHAE ~ D1 G R Tt & (RS - RYERRERIEE) N AL
RBGEELRLRNE I, O FEHOBENER, LEBREOIERICY o> T, EEEHE
DEET HH,AEICIE, Tha #3252 L. @ EHMHEROBLED L, & EOEHIVES
YR LR RS % L CL RO NE 2 WI0 HE /SB35 Z EE 2 RHEF T T D,

TR PFESEAE 1L 2006 4 11 A, TEBAEECE RIS 20 L. 2015 2 F TITECK
AEICHE L 9 5 &5 EFIEEL 2 IS A HEE T 2 < ERERE DO IR O {51
BRI 2 Dt FE G| O R A BIET [EEREELERIEEE] 22K Le, 2o TEE
FEAEVHERG B AE ) KON TEPSEE R A BRRS ) (2006 4F 12 A F0AY U PEHRIE A ) o 3RE 72
ERiOBAEND, BRFEEBICHBEBSN TVWIFHSTH Y TEEREICESNTTE
EEAELICEE T 2 AR E AT O H AR TEEUEFI A2 (Japanese Industrial Standards
Committee:JISC) TiX 2007 47 AT TEHEEERE{LT 7> a7 70 ) #REL, EBOk
DOEKKGREMO LD, BREET =7 v 72170 TET,

Z D%, FIMEHEERTE 2010 (2010 4F 5 A, FIAY FERRMS AED) . 7 Ak B ks (R A5
&) (2009 4F 12 A BEGE) | PEEMIEL Y g v (20094FE 3 H, PEEMERHS) NEE
i, EIEH 2 EEAEELLOREEZ RO SN H R Y, EEEELT 7 v a7 T 2R
ERENEAMLTE b, REORELEITV., WETE21To72 (HEEERELT 2
Tar7FT Ly (20114 7 HEkET)) %8,

2. BAEERICEEY ZBRECLOEEERA

E B U L RS (ISO: International Organization for Standardization). K[EHM £
Brih< (ASTM International. IH#r:American Society for Testing and Materials) ZE?d
E B MEL RS BRI 35 1T 2 W AR R IS B 3 AR B D Falr OB [ 2 BE B L 7,

(1) EBEE g

[E AR HE L B (1S0) 1345 1 BRI B N C & 2 REIFHFIHIATH v | 161 22E (2013
F1HAREES) oo FY, EFKES (TC : technical committee) @ FIZHBEZES

(SC : subcommittees) K OMEEZ L —7 (WG : working groups) KX OXT Kikw 7 +« 7 )L—
TERT, BESB AR LESTOEBEERKEZREL T D, AARDFEER/ITL JISC
Thd,

HAEREBROLZRNGETIEMBEERIIFELZWVR, FAEEBIZOWTIX TCI50 (4
B RNERERS) | TC194 (EEMA - BB M B O S8 O £ FHFEM) . TC198 (~/b A
TR OPE) o TC210 (EEAEOGEEI L EE T 5 —RFHH) 2 ERE%RT 5, 5

68 http://www. jisc. go. jp/policy/actionplan2011. html

69 http://www. iso.org/iso/about/iso_members. htm
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12 TC150 (UABHHMRINHEER) 21, ABAEEESE ISR E Lo REBE S (SCT
Tissue—engineered medical products) MIFIEL. HADRBEERZBEO TWDH, FNLEH
DEMEES, THEES. FEEINV—TEEZRICELD D,

F8-1 F/AEEPRICEE TS 1S0 O TC OfFEE (2013 4F 1 A KK 5)
TCES SCES WGEF B | & BERNEEARK
E | K|
ERRE]
TC150 Implants for surgery (S+F}FIKRNIERH) | XK|P | I7A0ESIVORER
BELCEERES
WG 7 Fundamental
standards
WG 8 Breast implants —
STANDBY
WG 10 Use and retrieval of
surgical implants
WG 12 Implant coatings
SC1 Materials (##4) | WG 3 Ceramics | E|P| I7AVESIVIRER
WG 4 Metals BELEERES
WG 5 Plastics
SC2 Cardiovascular WG 1 Cardiac valves X |Xk|P| BREERSEMIES
implants and WG 3 Vascular prostheses
extracorporeal WG 4 Blood gas exchangers
systems (Mg s+ &) WG 5 Renal replacement,
detoxification and apheresis
WG 6 Vascular device/drug
combination products
WG 7 Cardiovascular
absorbable implants
SC3 Neurosurgical | ®B(N| EEFEBE EERE
implants (##Z 51 §) EEER
SC4 Bone and joint WG 1 Mechanical testingof | & [ & [P | I7AVESIVvIRER
replacements (A TR | components ZELLELEGES
HIRUALE) WG3 Wear
WG4 General requirements
SC5 Osteosynthesis WG 1 Osteosynthesis K| X|P | Z7A0E32vIREHE
and spinal devices (B | devices ZELHEDES
EERERVEHE | WG 2 Spinal devices
E 5
SC6 Active implants WG 1 Fundamental X |H|P| BAEESRHMIES
(GRENRBRERA standards +
8) JWG 1 Cardiac pacemakers Ea
and implantable
defibrillators
JWG 2 JWG between
I[SO/TC 150/SC 6 and
IEC/SC62B: Effects of
magnetic resonance imaging
on active implantable
medical devices
WG 3 Cochlear implants
WG 4 Implantable infusion
pumps
WG 5 Implantable
neurostimulators
WG 6 Circulatory support
devices
sc7 WG 1 Management of risk B |X|P|I774>t33voXER
Tissue—engineered WG 2 General guideline of X ZELLHERES
medical products (& safety test
EEEBER) WG 3 Tissue—engineered
medical products for
skeletal tissues
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TCES SCES

WGES

[ R i

EREEHK

TC194 Biological evaluation of medical devices

(ER-ERAMHRUEEOEYSFITH)

o] R

BAERBMIER

WG 1 Systematic approach
to biological evaluation and
terminology

WG 2 Degradation aspects
related to biological testing

WG 3 Animal protection
aspects

WG 4 Clinical investigations
of medical devices in
humans

WG 5 Cytotoxicity

WG 6 Mutagenicity,
carcinogenicity and
reproductive toxicity

WG 7 Systemic toxicity

WG 8 Irritation,
sensitization

WG 9 Effects on blood

WG 10 Implantation

WG 11 Allowable limits for
leachable substances

WG 12 Sample preparation
and reference materials

WG 13 Toxicokinetic study

WG 14 Material
characterization

WG 15 Strategic approach
to biological assessment

WG 16 Pyrogenicity

WG 17 Nanomaterials

SC1 Tissue product
safety (5 {4 #0 8 54 &
NDEEM)

WG 1 Risk assessment,
terminology and global
aspects

WG 2 Sourcing controls,
collection and handling
WG 3 Elimination and /or
inactivation of viruses and
TSE agents

WG 4 TSE Elimination

L

BAERSBMIER

TC198 Sterilization of health care products (AN

IWARTTE & DRE)

b

BAERKRFR

WG 1 Industrial ethylene
oxide sterilization

WG 2 Radiation sterilization

WG 3 Moist heat
sterilization

WG 4 Biological indicators

WG 5 Terminology

WG 6 Chemical indicators

WG 7 Packaging

WG 8 Microbiological
methods

WG 9 Aseptic processing

WG 10 Liquid chemical
sterilization

WG 11 General criteria for
sterilization processes

WG 12 Information for
reprocessing of
resterilizable devices
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TCES

SCES

WGES | BEREEEGK

4 3B
[ R i
EF

TC198# &

WG 13 Washer—-disinfectors

WG 14 Dry heat sterilization

TC210 Quality management and corresponding general aspects for medical X

devices(EEAENDREEHLEET H—HRFIE) =

i
o

BAERBBERES
Py

WG 1 Application of quality
systems to medical devices

WG 2 General aspects
stemming from the
application of quality
principles to medical
devices

WG 3 Symbols and
nomenclature for medical
devices

JWG 1 Joint ISO/TC
210-IEC/SC 62A WG :
Application of risk
management to medical
devices

JWG 2 Joint ISO/TC
210-IEC/SC 62A WG :
Medical device software

JWG 3 Joint ISO/TC
210-IEC/SC 62A WG :
Medical device usability

JWG 4 Joint ISO/TC
210-IEC/SC 62D: Small
bore connectors

WAL - AARDSINHAL, P THRIBSIN) . NiZ RSN 2757

#8-2 W/AEEEICEET A ISOHKOE (2013 4F 1 A KB &)

TC &S

TC & #5

SCES | SC&H 1T HEHD
RER R

BEE

TC 150

SERERIERM

Sc7 BEEBRES 0 1

BX

TC 194

EMA-ERAMNHERUHS
D £ Y 2 B 5Tl

Sci BREBHAOREN 5 0

KAy

TC 198

ANILATTEBDORE

Y

http://www. iso. org/iso/iso_catalogue/catalogue_tc. htm

TC198 DIKEEIL # A4 F LI cell XL tissue & T D D%

HARR 72 A EEEE O IS0 #Hiks () OX A M ZLITICRT,

#8-3 F/EERICEE TS ISOREDO X A4 v (2013 4 1 H KK R)

TC/SCEE

ISOE S

AL

AT—H2R

TC 150/SC7

ISO/NP 16379

Tissue—engineered medical products —— Evaluation of anisotropic
structure of articular cartilage using DT (Diffusion Tensor)-MR
Imaging

R

TC 194/SC1

ISO 13022:2012

Medical products containing viable human cells —— Application of risk
management and requirements for processing practices

RITHEH

TC 194/SC1

ISO 22442-1:2007

Medical devices utilizing animal tissues and their derivatives —— Part 1:

Application of risk management

RITEH

TC 194/SC1

ISO 22442-2:2007

Medical devices utilizing animal tissues and their derivatives —— Part 2:

Controls on sourcing, collection and handling

RITHEH

TC 194/SC1

ISO 22442-3:2007

Medical devices utilizing animal tissues and their derivatives —— Part 3:

Validation of the elimination and/or inactivation of viruses and
transmissible spongiform encephalopathy (TSE) agents

RITEH
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TC/SCEHE | ISOES ALk RT—HR

TC 194/SC1 ISO/TR 22442-4:2010 Medical devices utilizing animal tissues and their derivatives —— Part 4: | #{TFH
Principles for elimination and/or inactivation of transmissible
spongiform encephalopathy (TSE) agents and validation assays for
those processes

TC 198 ISO/AWI 18362 Processing of cell-based health care products B & b

TC 198 ISO 14160:2011 Sterilization of health care products —— Liquid chemical sterilizing RITHEH
agents for single—use medical devices utilizing animal tissues and their
derivatives —— Requirements for characterization, development,
validation and routine control of a sterilization process for medical
devices

(2) ASTM International

KEM BB TS (ASTM International, 1898 4Eg%Nr) (X IS0 & B W EHATOZIN -
B RO FRETd D A, %Ei&i 150 72~[E, 30,000 ALLETH V EESHEM & L CHRe
LTW5, 140 LA EOHEMEER (technlcal committees) T LIEMBHERE, HEBRIEHE
ZAERFEITL TR Y . £ OEIE 12,000 (27T D, FAEEFRBELR T Committee FO4 on
Medical and Surgical Materials and Devices UDEPCZ%Eﬁﬁjiﬁéﬁiﬁﬁﬁﬁéé (TEMPs) BHE D
PREESZRE L, FAEERMECEANT AN F ik O EL 2 B ICED TV D,

3 8-4 FAEEEICEEET A ASTM B O (2013 4 1 A FKKEH)

PEREER REAMLG RFEFD
BB B
F04.41 Classification and Terminology for TEMPs 3 0
F04.42 Biomaterials and Biomolecules for TEMPs 16 2
F04.43 Cells and Tissue Engineered Constructs for TEMPs 7 4
F04.44 Assessment for TEMPs 4 8
F04.45 Adventitious Agents Safety 1 1
F04.46 Cell Signaling 0 3

http://wwwl. astm. org/COMMIT/SUBCOMMIT/F04. htm

TEMPs: Tissue Engineered Medical Products (FEf%k T.7%FE HEHEL 5

BT RS (2 TTEMP s | 2 & Te b O &, F04. 46 134 A FLiC TCelll & & A A E#F (2 BO4R
H5HHD

HAKR 72 AR ERESE O ASTM B (2) O XA M ZLLFIZRT,

#8-5 F/EERICEEE T D ASTMBAE D X A4 Fv (2013 4E 1 A KK )

SEE BARL RFAER
F04.41 Classification and F2311-08 Standard Guide for Classification of Therapeutic Skin HITEH
Terminology for TEMPs Substitutes
F2312-11 Standard Terminology Relating to Tissue Engineered Medical | #{TF#
Products
F04.42 Biomaterials and F2027-08 Standard Guide for Characterization and Testing of Raw or RITEH
Biomolecules for TEMPs Starting Biomaterials for Tissue—Engineered Medical Products

F2064-00(2006)e1 Standard Guide for Characterization and Testing of | FEITF A
Alginates as Starting Materials Intended for Use in Biomedical and
Tissue—Engineered Medical Products Application

F2103-11 Standard Guide for Characterization and Testing of Chitosan | #{TF#
Salts as Starting Materials Intended for Use in Biomedical and
Tissue—Engineered Medical Product Applications

F2131-02(2007)e1 Standard Test Method for In Vitro Biological Activity | F&{TF A
of Recombinant Human Bone Morphogenetic Protein—2 (rhBMP-2)
Using the W-20 Mouse Stromal Cell Line

F2150-07 Standard Guide for Characterization and Testing of RITEH
Biomaterial Scaffolds Used in Tissue—Engineered Medical Products
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nEE AR IL ZFA AR
FO4.42f7 & F2212-11 Standard Guide for Characterization of Type I Collagen as HITEH
Starting Material for Surgical Implants and Substrates for Tissue
Engineered Medical Products (TEMPs)
F2259-10 Standard Test Method for Determining the Chemical HITEH
Composition and Sequence in Alginate by Proton Nuclear Magnetic
Resonance (1H NMR) Spectroscopy
F2260-03(2008) Standard Test Method for Determining Degree of HRITEH
Deacetylation in Chitosan Salts by Proton Nuclear Magnetic Resonance
(1H NMR) Spectroscopy
F2347-11 Standard Guide for Characterization and Testing of BITEH
Hyaluronan as Starting Materials Intended for Use in Biomedical and
Tissue Engineered Medical Product Applications
F2450-10 Standard Guide for Assessing Microstructure of Polymeric HTEH
Scaffolds for Use in Tissue Engineered Medical Products
F2602-08e1 Standard Test Method for Determining the Molar Mass of HITEH
Chitosan and Chitosan Salts by Size Exclusion Chromatography with
Multi-angle Light Scattering Detection (SEC-MALS)
F2603-06 Standard Guide for Interpreting Images of Polymeric Tissue HRITEH
Scaffolds
F2605-08e1 Standard Test Method for Determining the Molar Mass of HITEH
Sodium Alginate by Size Exclusion Chromatography with Multi-angle
Light Scattering Detection (SEC-MALS)
F2791-09 Standard Guide for Assessment of Surface Texture of RITEH
Non-Porous Biomaterials in Two Dimensions
F2883-11 Standard Guide for Characterization of Ceramic and Mineral | F{TFH»
Based Scaffolds used for Tissue—Engineered Medical Products (TEMPs)
and as Device for Surgical Implant Applications
F2900-11 Standard Guide for Characterization of Hydrogels used in RITEH
Regenerative Medicine
WK24374 New Guide for determining Darcy permeability coefficients for | BFH
porous tissue scaffolds
WK39698 New Test Method for Test Method: Using NIST Tissue Eakiges
Engineering Reference Scaffolds for Cell Culture Tests
WK37592 New Guide for In vitro release of biomolecules from matrices | BF &
for TEMPs
F04.43 Cells and Tissue F2149-01(2007) Standard Test Method for Automated Analyses of HITEH
Engineered Constructs for TEMPs | Cells—the Electrical Sensing Zone Method of Enumerating and Sizing
Single Cell Suspensions
F2210-02(2010) Standard Guide for Processing Cells, Tissues, and RITEH
Organs for Use in Tissue Engineered Medical Products
F2315-11 Standard Guide for Immobilization or Encapsulation of Living | F&{TF
Cells or Tissue in Alginate Gels
F2664-11 Standard Guide for Assessing the Attachment of Cells to HRITEH
Biomaterial Surfaces by Physical Methods
F2739-08 Standard Guide for Quantitating Cell Viability Within RITEH
Biomaterial Scaffolds
F2944-12 Standard Test Method for Automated Colony Forming Unit HITEH
(CFU) Assays—Image Acquisition and Analysis Method for Enumerating
and Characterizing Cells and Colonies in Culture
WK28890 New Guide for in vitro Osteoblast Differentiation Assays Eakigs
WK36232 New Test Method for Measuring Adhesion of BA & o
Serially-Passaged Chondrocytes to Polystyrene Surfaces by a
Centrifugation Assay
WK37594 New Practice for Quantification of mineralized matrix formed | BF &
during osteogenic culture of progenitor cells using image analysis
F04.44 Assessment for TEMPs F2451-05(2010) Standard Guide for in vivo Assessment of Implantable | F&{TF A
Devices Intended to Repair or Regenerate Articular Cartilage
F2721-09 Standard Guide for Pre—clinical in vivo Evaluation in Critical RITEH
Size Segmental Bone Defects
F2884-12 Standard Guide for Pre—clinical in vivo Evaluation of Spinal RITEH
Fusion
F2903-11 Standard Guide for Tissue Engineered Medical Products HITEH

(TEMPs) for Reinforcement of Tendon and Ligament Surgical Repair
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F04.44f% & WK16591 New Guide for Guide for the In Vivo Assessment of Bone BHF
Inductive Materials
WK3551 New Guide for Guide for the Assessment of Demineralized BAF
Bone Without Excipient
WK28852 New Guide for Pre—clinical in vivo evaluation in critical size BAF
metaphyseal bone defects
WK21657 New Guide for Characterization and Assessment of Vascular | BiF &
Graft Tissue—Engineered Medical Products (TEMPS)
WK26326 New Guide for Characterization and Assessment of Heart BAF
Valve Tissue Engineered Medical Products
WK28783 New Guide for Pre—clinical in vivo evaluation of TEMPs for use | BiF &
in rotator cuff repair
WK31014 New Test Method for Standard Method using Goat for in vivo | BAFE S
Testing Articular Cartilage Repair or Regeneration

F04.45 Adventitious Agents Safety | F2383-11 Standard Guide for Assessment of Adventitious Agents in HITEH
Tissue Engineered Medical Products (TEMPs)
WK20564 New Guide for Adventitious agent safety in xenogeneic Eakiges
TEMPs

F04.46 Cell Signaling WK17329 New Terminology for Terminology for Cell Signaling Related to | BiF &
Medical And Surgical Devices
WK17626 New Guide for Using Fluorescence Microscopy to Quantify the | BiF &
Spread Area of Fixed Cells
WK28948 New Practice for /Guide for Use of Fluorescent Materials for | BiH &
Tagging Cells
WK33434 New Guide for Performing Quantitative Fluorescence Intensity | BiF &
Measurements in Cell-based Assays with Epifluorescence Microscopy

F 28 RtFAE

EAOKRK Y, FEERBEBROZEROEERENLOLT Y U 7k % FEh Lz,
BARBIZIE, LFTO XS AV a—nT, @gE, B (1 FV 2, XvX¥— RAY)
MOCKEZ IR, LT OB ZFR L7,

1. BEF
UTDOARZr Y 2—1T, BEERICEDLAEE 44235 Uiz, 355k, FAEERI
A BRI BT L TWAD &0 9 BLE 2 DIBIR L=,

A 2 — )

AR BB |7V %
1H168 K Pharmicell Co., Ltd.
Anterogen Co., Ltd.
1A17H A | S.Biomedics, Co., Ltd.
Modern Cell & Tissue Technologies, Inc.

7 T RIRAEFED R ORI

TtEL M DIEEE HEEE Jz—X ZDfh
Pharmicell Co., Ltd. | BER BB EMERS MR TILA—LERFEEZE | phase 35E T .
Livercellgram BERRFT AR
L
BREWHRMEERFMAE SELHEE 2001147 A %
Hearticellgram-AMI B
BREMHREE A BHEEHES phase 2/3
Cerecellgram—spine
BREHBEREERSMAE SULHEE phase 3
Hearticellgram—AMI
BEREMARHEEREHE SEREE phase 3
MSC1. Cerecellgram—stroke
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TtES MHEDEES MNEREE Jz—RX Z D1
Anterogen Co., Ltd. | thREEHEBHRKME | yO—2RmDE phase 1
ALLO-ASC
BRIFERHESSEERNER | EHIIMAERERL phase 2
ANTG-ASC
B R s Ph 48 & kgl Aa YA—VRDEE 2012418 2008.10.15IZKFDA &K
Cupistem AR YA —DJ7 385,
BRIEH A BlfS 20078 &R
Adipocel
BXRAEHRE s 20104E & 22
Queencell
S.Biomedics Co., BREHF A NGRS 2010 &2
Ltd. Cureskin
Modern Cell & MRTSF /A 25 phase 1/2
Tissue Keraheal—Allo
Technologies, Inc.
BR7>F/H4h g 20064 A 2R
Keraheal

(1) Pharmicell Co., Ltd.

EAD 4 TaT RS, FTORICIEERERAR (R EI3EER) BPAR LTS, MEEHREINA O
ED, AR R IERIH O b, BAERO a YT 0 7 /O, MRSy g FE (L, A
HRZERMAL) &,

Q1 HHEOMEIIBEFMEAMATHIN, BR~FAE. MBEOBEOZHRERLE, /A (H2WVWITED
B oz A7 bREEIES LEPhS, BETIIHFICERMBREMFMRE CEASHLE
BT H D02

HRERCTHMETHLEAMIZITIFA L TH D, AR L BHEORRL IS5, MELE 725 013K
Yelb7od T, ZDOOREIIITo TV D, MEDOEHAEIE, REFREORBROMNEL D,

BFEOHEIX, TOANDTEDOZFIHERTLH2OT, ZRICHEETALETRWVA, MEOH AL, FFF
ELEBMFTICERICEZELRTNIERLRVD T, FIRHEFLE b LR D,

Q2 AR (BKRAR, WEER., REAR) Kb, B A R VETEDLNTNDE
4> (GMP, GCP, GTP %) IZBWT, HROERIZKRIBWHI T, ¥x v T 3H o2 ?

PC 1% 2002 FFF% 3L, IV E TIXAWZRRAI LA OB 72 5 o 72 O T AR & 3B 5 IOV TIE KFDA
EWhiE A AT > T X 7z, KFDA & M HNE. AW FEHRA L RBEORBRGIEZ TR L7223, 104FE1hosTED
R AR ANEDL> T,

Q3 MIOMBOBEBELEES YD LS BH EOMBEITIH o2 @O /ENRFEAB L BRI,
KOEETHoTLDRIRITHDD, HATRIRYMOFELBARALENEEL RoTWVHLINT

W3,

10 AERTIC AR O FAEEE Z > TE T, RO LEEBUFIIERIEZ BiF L TIRMEBORZ & -

T& 7,
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Q4 BADBHRICHTY, KFAIC K DHRBEIEFEET I 22 ThiZENEZ DL S TEALT
WaH (HBRORNAESE), HRICERIEI»» D0, Db ET23E E0REN,
TLARBECHRHIEZ R TE 5, B3t m oA v RE M),
REETHH/NMMEETHLEDY TR,

Q5 FAERMBOBEIZE LTI GTP, GMP A3RD 515 A% CPC DRFHZEN L OBBERKBT 5I1CY
eV, ERENBBEOHMREMITH B DD, CPC DEEETHOERICHL T, BEDEM - T (%
BOBEKE) XdDDDOH»?

GMP AN RD LD LWV ) L TIHAEMRAI L LDV BNy, EEOSEA, GMP @& X85 & ik o 5
DTARABRKLE, BAFIHOLE, BERONEEHENVLETH D, BAMIITARHF & —
HThs,

Q6 RGREERITERO 2 MROMBIIFEREICIZ IBLM1Y, BEORBRESSLELL Y, 8E
X FEHBLURERZEDIEDIC, ELOLIBRXIEELSTVEOHN?

MBI CHRIFL TS, BERRBRICIIEITENE I DOREDO Y A7 13H 5, Fxld, milEK~
BIR~EARETT R THATHE LM TEZDT, JUNUDOERMBEDH D, HEHRIT, HEER (
— F), HEEEH (Y7 M), ABO3ORNEL RS, EROIEMEROYEE, ®iEEsT U FY—R
THZLEIAETH D,

BAEEROSS, RFEFOERIEORRITMEEHNCAT22OT, BELEEXLLLDOEET
IHETEDBREN R WNENN D D,
ATEGIR 2> & phase 1/2 K BWE TOHR— M 2HER LT, TIEEOKIISEE DO TIERV A

EHED,

DIVONWHHITERE L, UNUEAEN LT, 56, a7 v Z a2zt L T b (~phase 1
EFTTHARALIDLW), b L, FxrDL iz, ZO LI RBEERLIE, BEREEZ =D —ICTEED
TIRHARVP?2 ZNE TOHF/NBEIZTRTHR TR TE T, 28307 ZAb%0, BFOXEND
MIE, EERITL o L H#REAH,

Q7 BERESEZEFELCVWAAeECHLT) BRBEERERICIANA—ERTVWDER, T3 &3
AW RBRED, REOERERY>, HREELTIRA—ERTHWED0, ThELFE» (FH») 2?20
N—snTWasHaE, BGOEARCHIRITH DDA 2

Fx ORZEREREBR CIEII ANA—I TR,

B HEOBMEIIEDLIRCLTIToTWVWE0H) ((ERFRHFDL TEIX, EXSHCERE) ?FHLE
o BADERIEILEIBROTVEDH 2 IEBENHIDON?
HAtDHENEEZIT> TV D BRI ORBEZES> THH L TS, X L THHRBRICA-> TV 5,

Q BHOBMHETHER | BRFHPEI - ZLHE/ICENEZIANA-LTINIRRIZH D0 (RES

tERRE UBRR, BNEITO EA - EREEENRE LEER) 2
BRERIINT TV, ERBFHENAEZD L, RS2, AT EEEIIRKRTHIAN—T 5,
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Q10 EEDOWBREITIDIXEMTHI2, TOBROEMOIBRENROEHE
REOFTHA L EMRTHAOR S
RERIT I EM~DOHE IR
B EMEANT & 38 2 72 O [ERH ~ D5 FRHI E
T IE A 7 — 7 L& O R, fER b0 TH D23, EkiE LWEEOR G20 T, Efio kL
— = TN,

Qll XSG BROEVRARBEEZLESIZZ TS, SHOMBREBOFME (FERBELHA)., M
BaRAMNFYVOLR (P A0&#E L, BEHLE), WATHE~OEHEICETIZEXZEHETH
& v, EWBEREEZTS BT, BFrHEBRKIIEOX I IBEXL TS A,

fitE 26 b REOEITH D, (FERH O M)

2.5 VEOMEELBENRE, BIE, FMEEZHEDOTND,

(2) Anterogen Co., Ltd.
FEEOLEEDOASTHDIRMOA >V F2X—T 3V ENMIZAMRE,

Q1 oM EIT (BFMIE or #MEME) ThHR., BEERIIBR~FRE. MiOEERED LK
7E, B (HEZWIFEDOREE) DRZDV A7 bRGEBIIES ELEbRS., BETIRFICEZRMEL
fhF M s CEHA SN D BERHICEIH D, ?

MEDIE ) N E D LZEEZH L R TWD, BEFEMERERD LA,

@2 MEOBRE (BERAR., REER. REKR) KbV, E A FILVETEDLNTVBE
%y (GMP, GCP, GTP %) 2BV T, YUROERITHRIWA T, ¥x v TRl H B0 ?

AR AR B I LA IEIE S L IX R 72 5 O T, principle IZFE L ToH-TH ., KFDA & L7222 & HHI
EED EIF TN 9 ELTWDIRM,

Q3 HAEOMBORBELBEEES L5 RHAKH EOMBEIZH o722 2 HLORAENRFEABEGERIC,
RbRETHoTLDORIRIITHE0, BEATRRYMOBELBARRIENEEFLRoTWVDLEENT
W3,

BOFF I3l DHEEBE 2 L > TV D, IO RELIT> TV 5D,

BEBOVRVER (F—77Y) 2RICLTWHOT, BHEOHRBRICRO LN BERNY 71—
FCEARVWEWIEIZH -7, KFDA L IXWas 2D RN LB ZHED TV D,

04 BIFOBRKICY Y, KFDA X AHRAERIFET 21252 TNIEZTNE2EOLS>ICEALT
WED (HBEONEE), HBICERIT»E, 25 LT5L EORED,
BhEmRITH D25, $100-150 R,

Q5 FAERMSBOMEIZEHL T GIP.GMP BRDH HILDH M CPC DRFHICEFNOOBHAERRT HICY
720, ERENDBEOHREMHITH D DD, CPC DEESTHOERICBEAL T, KEDEM - B (F
BOBKE) IHD2DH?

GMP Tlxa v # 2 0B g, WEICARDIRIOFEAT v 7T TIT-oTWV5D,

- 168 -



Q6 MERERRIZIAMN» 2 MROME IR ML), BEORBRENLELE Y, RE
X MEHIBLBEEEZEDDIEDIZ, POXIRMRELS-THDION?

FERRRIT AR, BEOEALDAF 7 e 7 OO —2HA L (LUZ AL L THDEREN N7
THAREMEDRN B D), 6F IZ HIFROILIEEA B 2| %% T4 CHEH, Bz s RD ¥ —Z@E N T
%

UETBERLDDDIE, "— FTIERS Y7 M (N, AXARENRLRNE, IENMELS 2D, /U
N EFIZETDETO ML == TIZENDNNND,

Q7 (BECEREZRFELTCVWALeEICL T) BEFBERICIANA—ILTNEH, STV &ThiT
AW RBRED, BREOERERY>, HEELTINA—ERTVWEO0, ThELFE» (FH») 20
N—shTWaHa, BGOEARCHIRITH DDA 2

FEICIFNE S TRy, =7 7 VERIK S TR0 TWER, St A XinbT5LENTH
oy FIEEIEH D,

Q@ HWHEOEMEIILEDLITLTIToTWVEDA (HARFRHD TEWX, EXRHLICEF) 2 FHsE
CoBEDERIIEI ROoTVWBEDON 2 RBRERHB DM ?

REERPERELROT, BB TERL TWD, FRMIZEDY BB, @ik~ &85 o &1
2L, BEEIHO L oMY TX AFRREXRSHICHAETEZ LB LTS,

QW BHOBETHE— BRFEPEZ -EH/RCENEIANA-LTINSRRIZH D0 (BES
#HERHRE LIRR, BIRNZ1T 5 B - EREEZNRE LRR) ?
BENPLOZ V=L ELHLDOT, RERIZNT TWVD,

Q10 EEDOWBREIT I DIXEM TH 2, TOBROEMOIBRENROEHE
REOFTHA L EMRTHEAO XS
RERIT 5 EM~DOHE I
B EMEANT & 38 2 72 O Rl ~ D5 FRHI E
EiOBENEE, EANICITHERRREZ ER LEZBICENO N L—=27%2ELTWADT, £h
WR—2 LTINS,

Q1 HHEBIESROEPRXAREZ ESIZELXTWVWDID, SROBAEEOF AN (FERBESHM), H
BaRAMEYOTR (FrE20Kk#El, BEILE), BATE~OEHFCETIEZLZEAE T
el E TN, BN ZITS LT, HFHEBKBIIEDO X 5 CEXL TS,

HAEELTEO oM (AARRE) 2748 A LTS, 585 D WVIEOREFRITIE B A TR KRR E
TADEBEZTVD,

DOV AXENY 2 —FPER L TN 722, IBEEIFEE, B ARFEBEMICTZNEWVWHIFIRRH D,
WK TIE. KE FDA 1Z X Y bureaucratic T. BRINDIE S 28 flexible 75 & B 5,
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(3) S.Biomedics, Co., Ltd.
FFITEEE T2 LW 2 2 T —REDE 2 (i ENFHK,

FEENT IR DO LWL ZE E TR WA, EREITIRV, B OREIE . KFDA I K FDA D L 5 0w
JTIZ72A5 5 LTWAENR, ENTHLHANZP DV, KEEFSAREENIEFICEL L, BAEEE CIIEE
DOEIIE O X D 72 blockbuster 1T F RV, HARIZERAELH T, company-oriented 7R BR 2 B D &%
ERHD,

NAFO start-up REITITFFICBFOENLE, ARITEBNDPR R RT AT T HHTL 203,
ERET 2 D EH WS ORFE, ARITBEREELREL TRV, HEEIZBUFARELREL TV
5, EEOAAWORTELE D, BARERCIIA 2 ITHREZAMT, BFTIIERETE LV, /7
T EFEo L AR BIIE, EITOLEMARTHMHMETIIRELEN LY, EMAERD LN TE
D01k, falrie Z LT,

S.Bio I% 7.5 /43 (KR 25 AREE) THHN., TOZAEMH M OMES 7 — 2o (5o
e ) . Fox 3B R oBMERMEE, BEAEMEFME, v b ES MlE, AR (ZiudHE AR
Ny 7). SRR S U ARE, E T O REFIIFEEREEICH L THEEZ RO TV D, R
WC&ENT DT TET, MERBREZITO00MaERET 27200, ZrefEIcHET2TFEITS
FoTHY MO & LTHETRAZAT ) MlipfITEAZ BV RO 5 F Tl < (A EE 1l o R,

sert o REE . ERERARICITNE SN TR0, RRARNIEEM 2 M2 72235, KFDA OB,
M, WEE QCIERPZENI L, BAIE 5 DORBRTINo720n, BEIX 16 L ORBREITORT
TR b YR, AR RPN VMRS L BT 5, KFDA bRz AT EORENRL, bok
company—friendly DI EZ D Z 2B 2 H &2, MEE BB S22 0 O T 2 M EAKRB IR,
EThE<, —MAIITEZ RV L UL, FERRWVWE | RRDICEITHEEN/AL T, #AbHARWEWI A
DA 7NV D

Q1 MEOBRRE (BKRBR, WEHER, REXR) bV, B - VA RFA UV ETEDLRTVBE
43 (GMP, GCP, GTP %) IZBW T, YRFOERIMKIMA T, Xx v TixdHd0n?

BUIE, [EN CEEE G O BRI B U 7 BE PR AR . B ik e OV it B R AT RS O T R T O F I,
LR L OREETHIICHE SN TR Y, TR MERMLL 2T (KFDA) @, 5, fFEorv 4
RIAL U HMLTITENLTWD, BEEREBEIYREOMOF v v FidRnE-RS,

Q@2 HALOHRBOMFKEBEIES LS AR EOMEILD - =5 2 B0 AR RFTEAR Z BRI,
RObHETHoLDIIRIITHL0, HEATRRYHMOBELBARIERNBEELRo TS LEENT
w5,

FEYM EEEERORS T, BERNOEZ ORENEERL THWHLHETH S, KFDA X, Zhizxt+ s
MIGHRE LT, EEMLBBFT R [ EERORBR L] & T2t mot oFELWATL TED D
TLERTELHIELART CEANMEZEMIT 2N TELEIICKELTND, £, BEFARAO
W RE B AT AR OWTIRHERZ#FE TN TELIHEL H D,
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Q3 BADBHRICHY, KFDAIC K DHRBEIEFEET I ?2H2LThiZENEZ DL TEALT
WaH (HBRORNAESE), HRICERIEI»» D0, Db ET23E E0REN,

P2 3R 50 o0 B RS (C BITE L C KFDA I, " HRITFRRHIEE " 2585 LT\ 5, BIRATSUIBIREI THOERE, A —
by BER. B L EE U, HYFLHRT A I ENTED, o, G EE % —) ZEE LT
ERA ORGP L BE LW E S LN TE B,

Q4 BABEHRIIAN»PHBEOREIIERCIX FRALMNY, SHEORBHRENSLELE S, ®E
SR MEZHBR LBERZED D DIC, FOLIRMEELSTVWHEIDON?
R OV PICEE L T, Bt et X0 R L RIEA®BL. 2R MIEEFAEL TV,

Q5 (BECBEREZRFELTCVWALeEICHL T) BRBFBERICIA—ILTNEH, STV &ThiE
AW R, BRIOEREBRY>, HEELTINA—ERTVWEDO0, ThELFE» (FHE») 2?20
NR—ENTW3E4, BEoEARICHRBIZHZO»?

BN TR 2520 2 /5 T, ERERRRICEHR I TR,

6 HEOBMEZIEOLIRLTIT-oTWVWEON (ERTRD TEX, EXStcRE) 2 FHL/E
oA DERIZIEIRSOTWVWEDI2IRRERH D DN
YHoR L, Yo EE WitEYTE»SEEIT-> TV 5,

Q7 BHOMBTHN—, BERFHEVEZ BRI ENEIANA-LTLNBERIEID D00 (BES
fERRL LBRR, BHTE21T O B - BRBEEZ XS E LRI 2

RIZDT TRV, FHITEZVZ 26D THLIN, SEFELEBXLTHRY, FT—ANL 5 —ZXTh
DN B THHDT, o THERBRFELIEROLRLVOTIERVWNERS,

Q8 EEORERZITI DIXEMTH I, ZDOEOEMOIBREINOEH

REOFTHA L EMRTHEAO XS

RERIT 5 EM~DOHE I

R EMM &} 272 O BRI~ DK I E
BIE, oG EHEHL LS LT 2EMI. REOKRBRPEELRFEMETH D, HHHEG ORI,
Bl 2 BEIRIIANCEIT L TV AW, YR ERTIEI T —, fifliTE A L —va v l%
WBUT, BRHIOEME ) o E2EETEHLITHHHL WD, Yo R ITEEN R EATFIER H
D, HOBANHKRRKOMBARIM L, ZNEEEET D, 46 BEHEEL, WHET 5, Eirc>onT
== 73T 50, AL bOTIEARVOT, EfitDLTE 5,

Q HHIISROEVXARRAZ EIBEXTVEL, SROMERREOT MY (FERBESMA) ., BiE
SR MG YDOTR (FutA0KEL, BEILE), BATHE~OERFICEHT2EXZHME TV
&RV, SR ZIT) BT, BIFHBEREIXEDO X I IEX TV DD,

AARIZIFER L7z e B 3, EROHEFZABOO T, $RINDOTIERW? PEITE 2R ORI
TEHWTED, Hl#E LA,

FETHAERKMNLZH L TWDL DX, 10 HEEH 22, MK BAR->EKE-REDETERBRLE
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DX 5 FEFREE | fhiX phase 3 [Z°> TUvZely, BEALIX, 7 VICREBRZHT 5, 209D 1#£Th D,

(4) Modern Cell & Tissue Technologies, Inc.
Seoul National University of Science and Technology (Y WL KZEE IR D KE) DX v L XARNIT
OB DOEET DT 7 /73— (Seoul TechnoPark) (2 AJE, 1 FEIZ[EFL0> GMP i Al e 53 b 5% 23 &
oo [T 7 7 R=7 X v BB ZND, FEDOSRZ BUF» B2 TV D DU TRy, 5F 71
T ORI 80% EEHA, EEBI0ARBRELDZ L, MERRIZAN TH 208, BRI L TRICEMN%EN S
DIIRNL TR > T HFAEND 1A TKFDA DELENRAD LD &,

Q1 HHo®EIT (BFMK or #HMFMK) THHN, BEAERIIAER~FAE, MROEHEO LM
RE, BME (BEZWVIZORE) DRV A7 bELEICED ERbIE, BETIIRICEFMBEL
fhFEMR L CEASNSIEFICETH D0 ?

BHEOR L7 — AN & — AT phase 1/2 FTTEWVH DL, phase 3 ETHEREDLENDH D, MFE
I£4 T phase 3 £ THEE, QC HEEL L,

Q2 MALORFE (BKAR., HEER. REAR) bV, - A FIALAVETEDLNTVDE
4y (GMP, GCP, GTP %) ITB W T, YROERICKITWH T, Xx v xH 50 °?

DO TITMME TR B D EIRE RO D ERERLRONPEE LR VNS o722, SIXEHKE LTHRD S
ATH Y, KFDA IZ b ek TR A2 HEMICHR O T —203d 5, HANTKERLHARDOHIELSBIC L
TERENTWA A, EHEEMZR meeting THAMZRMMEZN S LHICLTHEY, HADO MLV RIZAH

TTWD,

GMP IZ3E X T 5 &, eplid s wid 156 B oBEEIE, KBIIWMVIE L, FitiX, » > TUIBKE Th
SN, BIEIIARETH D,

03 BADOBRICYZY, KFDA IR XA MHRAERIFET I ?2H2LTNEZNEEOLSITIEALT
W23 (HERONETE), HRICERIZIDDIND, DD LTHLEE0BREMN,
KFDA O FICES N, ERERE SR E LE”E b EE X —RH D3, = Z TOMKITESL,

04 FHAEERUSORKEIZE L CTIX GTP, GMP B3R LN 523 CPC DRFHIZTN L O BEZKIRT B I1CY
e, BERENDIBEOHBREMITH B DM, CPC DEEFHOBEBIZHALT, BEOEM « T (8
BOEKE) XDDDOH»?

FICED ST Z 837200, GMP OFH I LIELIERE SN D DT, TRICKIET HLERH 5

Q5 HRBERRIZIAM 2 MRAOHBIIFEFRCIR FELNY, BEORFERENLELES, 8E
aA NEHBRLREHZEDDLEDIC, LOXIRXIRELSTVEOHMN?

FRIC D E AN TWS W) Z &g, BERRIITA RIA4 ks T, #ETLHLNe0noT, &
by LT,

6 (BECRBRZERELTWAALEICIHLT) MRBEERICHIAA—ENTWVBE D, ENTWS EThiE
N RERED., BEOERERY., BRLLTHIR—EATVBED), FRELHFEN (HHE1) 2
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N—EhTW5HEE, MROEABIZHBIZH DD ?
FEREERR T AA—INTWD, (IARA=SNTWED, ERMEEERRZME D, b0 R
TX %), Wy GEHE) oo, HFICELTL I N—&N 5, HHORESICEISHITRIZ 2RV,

Y3k (degree 2 or LW EED 3) BB, WET L EP TREIENRFEAL L, OS> 2B HIX
LHoRbH L, HTAMETHOBEBERHD ., 9 ALLER 3 EL EOBEIZ/R -7, 5> bORE T3
NIZXEIE L7225, 4 ADSSEA TS,

ARG ST 9 BLIAA D 3 LT RRINE 2 Z 1 TW R0, liENETE CHEEZ Loz, 5D
WITHFE LB T ECRD NN T=D TIE RN ?

Keraheal O FEAM L. BiiAA 440 T 7 + >/ 10cmx10cm~20cmx20cm
HAIE, K keraheal ZRHR T TH D, KB FE TWIFIE off-the—shelf 2D T, flitkiT s » L %< 72
60

Q7 BMEOBMEIFIEDOLIIRLTIT-oTWVWEON (ERTRD T, EXStcRE) 2 FHL/E
oA DERIZIEIRSOTWVEDI2IRRERH D DN
TR ITIREEHALE RO T, BEOHEN T TV, RBIZZR W,

@ BHOBETHR— BRFEPEZI -EHRCENEINA-L TN RRIZH D00 (BES
HERHRE LIRR, BIRZ1T 5 B - EREEZNRE LRR) 2
EEPRIEY THIETINEIT ) T EITRDP, THETEN T TER0,

Q9 EEOEEREITI DIXEMTH I, TOEROEMOBEREIFOEH
REOFTHA L EMRTHEAO XS
RERIT 5 B ~DOHE I
R EMN & 36 272 O BRI~ DK I E
BEIHIILETH D0, EANICEEERBRICSN L - EREEZEE L D 0T, BROBRE Tt
NRBBRRH D, 3 ODDIFFE 7 V—7"0 % 10 fFkt THRA (55T 10 »ARH)

Q10 LIS HROETRARBELESEZ TS H, SHROMAEEFOFME (FERE LA, |
BaRAMEYOTR (FrE20Kk#El, BEILE), BATE~OEHFCETIEZEZLZEAE T
el E TN, BN ZITO LT, HFHBEBKRII LD L 5 CELTVD M,

Wsh (AR, PE) ~OEHOERITH L3, BE&XP2LZLTHH Y, BUR TITEMEM BT L
T2,

- 163 -



2. Bk

DLFOAR Y a—0 T, FAEERE - MR EICEbL D35 40, HHIET 2 #68., #F5E
PSR 1 HEBA 255 L7z, BHRER IR AEREEMRLZBEIC BT L CWb, & 5V phase
DOHEATEERRER A FEH L TV A WD LA DIBIR LT,

A a—)b

S E =] Bk
A4¥yx |2R4A8 A | Altrika (Sheffield)

2A5H & | Medicines and Healthcare products Regulatory Agency (MHRA) (London)
N)L¥— | 2A68 7K | Cardio3 (Mont-Saint Guibert)

TiGenix (Leuven)

KAy 2H8H % | Paul Ehrlich Institut (Langen)

X E 2A11H B | Genzyme (Cambridge, MA)
2H12H K | Beth Israel Hospital (Boston, MA)
28158 %€ | Dendreon (Seattle, WA)

(1) Altrika
H - 201242 H 4 H (7:00~9:00)
SET Altrika . (Sheffield, UK)

RRAE

Altrika fE1C1E 2 EFTO WS THE OB R L7223, F D% OB T Regulationl394 (ATMP #iHI|)
O 4EMOMFTHIR AT LT 2013 ENDLRBEMITSINDIZE S 2RI T TO Altrika fEOBIF IR %
Txu—450ICHERLEEBELTCeT Y I E2iTo 7,

Altrika fEAE

[Altrika 11 Ilika fEDF 24T > 7228, 2012 4F 12 H T Regenerys th~5E2H &7z, Regenerys f
. £ O FIZ Altrika & Adiposet #L&RE T 5 Z L 1Z72 5723, Adiposet #: RD {iE & % 8 AIZ 4§
FELHH)BMTEDETFICANTELDTHD, Adiposet £ RD X, HFZHEHHAE 2> D KRS AR % 23 e i
BEL., ThEToOMACET I EICL Y REZLOBIE, scar DIREIZKETL I LT5L DT, LM
T, RIS OM B2 X —F v FELEEVRRAETLEEZTVWLERETH S, )

MAltrika f#hiX, FEMEZEEENRE L TR, EMEEA - MBS R EOBE CTHZEH - FELZEHN
LEDELTELSHTH DM, Regenrys 2 LD A UFDZITIE, MIBERBLEO FEIZF LT 5 X 9
2o T& 7=,

Altrika #H8Y 5 B

BARR 2B e LT, o 22T TICEH L TWAH A, & 51T Cryoskin-Spray IZ2W T OB H

-7,

* Myskin: EMADLOKEICELY, EM2rbkoh B REMELMEEEL, v~ NV 27X L
Ay — R EERL, ChEEMCEL, BREOBRBKE., FICBEIC X 2 BEEEOREICH
WHiLtd, Vra—x 2 ll»rn5s, BERFEIL, BRE2E L, MaREIC 2 BoMER» 5
X, ZOBFEORRE B TVD,

% Cryoskin-Sheet: — A®D FFT—2 LB UL7ZEE L MAKEB L L2 E M7 &L TRAF
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LTW5, ERPLOEBEIZEY ZoMEAr 7 X0~ v 7 X EOMay — k2 8iE UERIC
BT 5, EMIZIhZ2BEOBREGRBICHM L, AIEREOREEZIT O, #ICREITEEKEGICR
EINTWD, 5FETIC, BEAOBFIHEH SN EHEEHT 5, Myskin & 722 5 513
EHWMEERTH L2 &, BT —80C THMERMFE I, 6 + A D shelf-life & b DL ERHE
MTHY, BROBICOHIGNAERZ ENEF LR > TN D,

Cryoskin-Spray: ##EHZL Cryoskin—sheet & [F U allogeneic REEMMAZH WEZ N, 2 b 5T A T
L—CHEEOKRGEEICEAM L CTHERBOWRE., S50, WERAMTEMRLE LT2b0
Th D, MFEMIEIL, BHMBITCHML TR EEMRREZERSEEL S T2 L0 E, Mlars,
HHR 772 EOSEREANY V- A INTHREREMROEM A E S Y5 E OEREFE*E 2
TW5, WEBHUTOEROEFRE LTI, AL —Th 20002 EE T, #ICTHE
SOBICESICTHEMANET, 7 HRRETHREABHFHFEN TN D, HRHEBRL L TIE, &
EoE, NEREE TOMISEE 2 TEY ., 2013 EEITITRTERR N BER~D X T — 27 v )
HfF a5, BEERFARBRBIMAICIZ, ATMP AN E 2 Z &7 <, HTA BANC X D RO ERITS &
LTOREE LTERT L TE, ZOBICIE, BR~ORGEREDOMLETR, ERRFHEME.

PZEH S TOARBICE VMBS (BB OBFE TORBRP AL D, 9LDEEFEZHVLIRHRE &
KHITITE ATV D,

Myskin/Cryoskin Bf % 0 &Rk

2000 4
2002 4

2003 4=
2004 4

2005 4

2006 4 :
2006 4 :

2008 4 :
2008 4 :
2008 4 :
2008 4 :

2009 4 :

2010 £ :

AR EANWDT U NY =X T AL LTCO Intellectual Property MRS

o BB PRI MRS IR 95 O Myskin IC K DR A ATV, POC & B F CHERR, MW, Mja AR+ 248
ANEM b 72 < KREY /. MEEBATORRBOAL T, BETOIRFRABRE/MAFIETH o 72,

27U = b= N7 B OIS 2 M R AN SRR

t Myskin 233[ETHEE, (L, ERES. MOEEMLZBRHT 2E#RITH 7228, Myskin @
X OB ERET D L0072 <, 2003 £ MARA & FHFE L7= /s F, BRRER 2 L THE CE
RIS — MEIRIRM & L TR 2 Z AR LM S AWz o T,

: Human Tissue Authority MR N S35, ZILIZ XY, Myskin IZ HTA ;PR EIKG E A2 SN D K

N7 o7, HTA X BREIK T O5E 1L, Manufacturing Authorization(MA) Z 4EE L L7V,

Cryoskin @ B%& 23 AT

WE DOFEFE D HTA/ Inspection 28 FEhE S Av7z, (—AXKBYIZIEL HTA EEFEA A MA 2 LB & L7223,

HTA {Z Code of Practice Z & L T, Myoskin [ZBF 2WFFEMER, w7/ RPEGER

EOF—FEEE (R 2 ) —) OB THRH L TREERBEZZTWVDS,)

Cryoskin & UK T Lifi (Specials %% ih)

I8l B HTA/Inspection A3 X 7=

#][8] D> MHRA/ Inspection A3 3EHE S tv7z (Cryoskin O HE %325 GMP #£2)

ATMP Regulation 23lliE &AL, ZHIZ L V. Myskin/Cryoskin & & ATMP &8k & A7 &N D K

7o T,

wHD UK supply license agreement (SLA) M3fiAk X417z, (specials ®&iL, OHEpET

OFEA. EUMBE~OBHNAED SN TNWEDT, 207-9HIZ SLA (e T 1 o 2 8K) %

fEATZbDOEBbhd, 4B A~ FUIZEFHEIND DRI/ agreement 234 E 7

DM ?)

HTA/MHRA F:[7] D GMP £ 2223 £ hi S huvz,
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2010 4 : Myskin (CBI L, WE E TO HTA %525 MHRA P RICEHB S, TN KD GMP ¥EHLILAE R 28
Hxhi,

2010 4F : [UE H 0> HTA BN EM S iz, 7o, Altrika MO SHEORBREZFEEL LTV DS 720,
ZOHE = HEERRARNEM ST,

2010 4% : =[EIH MHRA I X % GMP £33 FHE S 47z, (Myskin/Cryoskin)

BEBEKRDOS A B A

Altrika #2358 > TW L RGERR D 7 A & > U3,

HTA Z 4 &2 A (M11020)

MHRA 7 A & A (M36108)

Specials Manufacturing License : (BB ICFHFESND b O T, WA LFESND)
Full Manufacturing License : (2011 ZEICFFEI NN, FO L5 R BWEZ L OO NARB)

HMIRTER I3 2 GMP AERT : (2 RV BEHER DR R DR EORANELND)

Myskin,/Cryoskin ®45# OFE

Myskin 1%, f€# HTA xt&sh & L Chggs MR o X 9 280 0 TiRGe ST E 728, 2008 4 ATMP
Regulation O HiE, 2013 FE 6 DFERFEMIZ L Y | Myskin (X ATMP & Z7e S iz, £72, Myskin OHH
3% routine basis 72 T Hospital Exemption ® A ¥ — A THRGEEZMEET D Z LITRAREEE X BN D,
P> T, RITBZAMSET 2 DIZ EU FRIRFTB AR LG D LENH D, Altrika f1iF, Myskin 23V VE E TIZ 150
AREOBREBFCHEAIN., 0 Historical T—4% Th > TEEMEFIMEEZ /R L, BU IRTEARE HGE
LTEEDZ L,

ECDirective2004 (R7E/&FE Directive) TlE. HIEBIHHT AT —ZOHEENH Y . Historical Value
THLHO THFETD2DIE AR TH DA, Altrika fhi, BHEEZEA orphan BT, Directive2004 MER L
TWBTF —H ZWET 5 DIXNEE72 O T Historical T — X Th o> TIRFEARNE LN D &, BEBHICE
ZTW5,

Cryoskin (ZBA L., 4% DRD L LTHKDOZ LEEEZTWD,
*  BFIEMMER DS 7 ERL : Cryoskin 12 HFEBFMZ VTV D23, KV Emr CTHZIED & &
LEEBZONZ DB MEEZER TS X5 N 7 ERICRO AV oz &
% Cryoskin-Spray D &5 D F i,
Cryoskin—Sheet (X, 2008 LV EHi L TW5H A3, MHRA EMHFR L72fER. Zo®RGIT “EXEL” &
LTHEENDZ &I olz, LLARR 6, Cryoskin IZBL FTOFRMEET 2T 2 &2 6 KR
DOHEZRE ST SR “Specials” ERESNDH T LITR-T,
ERiNSOHEFCREINDIEELTHDZ L
Cryoskin & R RIREIENTFEL RN &
Cryoskin Z M L 3 % B4 (Patients Group) N5 &,

Cryoskin |3 “Specials” Z3¥H72 DT, EU NMIE~DEH A FIRETH S, “Specials” KIED Y i

ZETEDBLELTHD, MALTRHELEELEINTVWARVOTRBIZIWVWED L ZARATH D, 5%
LN TN TE AR L TDX7- L DFE, Cryoskin OBAGEIE & LT, WRFEREEESR L
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MEZLNDN, WEIRB D728 LTHRFIEGEOBERNHEYLEKIT/R 5 DT “Specials” & LT
DN SITT IN T, KFEE CORKRBROL LT HIICHE MG THRKRBREZITV, @
A L L COREABER/DOLEN D D2 EORENEL D,

BRE /BB
[Cryoskin/Myskin OVEHEEIL, AR LR DEMIT 2,000 Ao FEET, ZRICY— FOEMEIZELY 9
Ry R/ em2 MESEND, Ura—ZADiREEITH 10,000~15000 £ FEE L O L, @HF HM LI
ERIOFEFFICL VMRS — P AR L TV, BB RIERKRT 6 7 ARE T OBF OMIIL
BEIEE D,

R R DI HR L (T w72 & D272 5, WA & bERERRER OISR E 2D 55, EOREDIRE
BRI N—ZND0NE, IBRERATLIWPEIC L > TRR D, WO THROBE, K&ICL2, Hb
LD 100%ERSNDZ L H D, EroffHSntmoIEAERLEREIND, )

L& B

[Altrika fHi%, ALEWEEDORBRISIMAL TS, £ ORBRE T, — AT ITIEEER] 08 % o Fif
RAERREPLHFEENL D, HBROBAITIBEDOEES 2N D, FREMEHIRETH S,
Altrika #E2332fh > TWAHHIZ, % 5 EffiZe & D Tix7ew, )

HIMEE

R ERIC T 2FB 2 FIEEEICL Y A< RRY | WAEMEZZ2BICIERLZET 5, HfloHp
T IEREZBBTEDL28MIEL. FETHRLLS> RE DT, AX— FEATIHEH, FEICENRNE VR DD,
FOHRDKIGENR R - TL D, 7o b 2T, WEBOBEKEIICET, &2 WITRTERBRFE LTI L &
W2, POXIRT—FE2LBELT I, BWBRAEOL I RFETITbRED, 207747 ZA0RE
MESIThHoTeh, 2L, ZLORTHEEOXIENEL - TL D, FDA/CBER X, Kb 2 EHTHOE
F, FRITHAND & EUAEIZL Y Flexibility & 5, J

TEU N TH. RA Y 2T U0 LT DARAEIR. BMiLWR %A L TH Y, EU Regulation (2584 HEHL
DFH#TH B, Hospital Exemption 72 £ 0> Exemption Provision O%HICIFEERER TH 5, Special
ZRIEIT. 2 Directive WOMERDTRAY TIRELINEZEDL LTWARY, Thicx L, 14
UT AL &I U & T 5 mERRONMEENEELH» 2B 72 & 213 named—patients & HEH L
TWd, ZOXS RAEOHENRGEZ RO THELFHEZRET 2LERD D, )

TR, KERR BB LWBGZEl-> TS, BERRHLZDIX, Axva, 77V, £ R
EOXET, FAERBIN 2 VEGH D, Altrika thid, A¥v o, 7T PNV TOREEEAMICEZ T

%o

THAME., BREZITI) DIZIFOEVIRITH D, HAT allogeneic RfAER LA X 5 X 5 20k
WTEHRNWEE-STWS, )
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AADHENICAT 5 /HE

HAHOERELD b, EHOBTERMARLOIZLTIFELY, FUMREERLCTH-TH, MIREARICK
D, ST E BT B, HIEBMED KL 5 7%, BB T, RBIREORWIEBEZNLRIZT 556

7o & ZITAL B ER TOMBEEEZF L L~V THEITADIZELL At Ebn 3, |

EYR A

MlREELOBRELSE 2 D L &I,

1. Clinical Acceptance WIEHICEETH D, o, ZORBTHRERFZELEL T 200, KO
MW OB TERL TR LERD D,

2. JEBEIZ VML U e A B BIR A2 HE LEW, £ 72 Market Entry HRES % [& o 2 6 FHE

3. Cost of Good Supply (CoGS) :BWHLE Z#b]7/e 2 2 h COMNCIRHETX 20y, 2 #ICAHEICE,
UK Cell Therapy Catapult &EIL, ZLOEL LML L S Wy B~HEERE FHATL & T
vk, FBLTW5, MlREREIEMARERREOT, THICAEGY L5 R4e L7634 EE %
HiE T R&Th o,

4. BFEMBIBEIZ AT =T v FIE) REBBRFDRE G E R0, BFEMBEZFERT LR,
BB 100 I 272 LTh, 100 50N LEICR Y, AFRMREERLOBEIX, 27—
NAY sy NRHED A TR0 BEED 100 (517G 72 &b 100 151272 D ATREMEDN & 5,
Mgk D FTe B3 MRERSIT., HHERENN RO T, BFROBEINTIREEEREIZIZ O DA,
FIZSEIT R DR D0 B B2, MEMBIBER O AL, A7 — AU v MIREW,

(2) Medicines and Healthcare products Regulatory Agency (MHRA)

SRS 20122 H5H  (14:00—16:00)
AT MHRA (London, UK)
RRAE

A ¥ U AL, EU Regulation, Directive ® UK WEHEEAH 4 EUMBETHWERIEMLIZETHY |
L7 % unlicensed products ®ELY $a WM T i & FEMAI 72 [E & i 7= T, Exemption SFRE DO ELY %
FZe 7T V7% L THRDBIZEIZ LT, MIRA £ 7 4 AIHERT — 2 X)W O EJE T dH o 723,
FEAE Ny 0 W AERBIGEWGFTNICS oL, 8% 1,000 AREONBNZOHA 7 4 A TEKEIT-
TW5,

NE

Licensing Division |%, 300 4 DA TR TOHREE, i, 75, HKROEBEZIT-> T 5, PbdkiE,
EUTCD & % \M&, Blood IZB49° % EU Directive 8% 4 & LTV A BAE, Wil7s & OWBRIELZRS 2 TO
PR (AR 1T PR <) AR R E L TRV, WFEix. IBBRMGE» D, MIEAGR A, . GMP/GLP %2, —if
S (FREEAREY BB L, EHRTEARBEZHET DL REEKL) ORFEAREIT->TND,

ATMP IZBE 3 22 B3 LD T RANA X HREBE BITo TV DD, 2O LD RHBESTE b Lz X
D 7R AEREIT E 72 MHRA (CIZ TE TR (KA Y Tk Tnnovation Office 23, 7 7 v A TIXE N OHEL D
FT4ANTETND, 77V AT, BEUERTELEZ CTELZERICILELTELT, 7AN
B2 hr o7z, FARZ OO Innovation Office 7B E D X H iR THMFE 2L D DA SOP MiEE L
TWRWeDEDZ &), ATMP IZBT 2L, B% R KFT T ITHENPGDO LD T, 1BBRARET
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D7 A LERHL TR REILEFHICET D500 L0,

(BFERBEMEENS, RGBSV £ To@E O ATMP # 5L, KON unlicensed product (289" % Exemption
FHEFIZONWTOT o RZHOWTHEND - 72)

Unlicensed product (Z1%. Hospital Exemption. Specials £=MH. Compassionate 25X, Conditional
Marketing right RIEDOKR R E R ZEIHRLPE Eh, BRAR, W ARZ LICBFICESGE T2 L08R
HHTWNS,

WO ATMP EFK G T, GMP/GLP MEHLORE N LB SN 2HHE Th 528, BIREERFOMHIEIC LV L
LT EW T 2RI R 2 > T< %0 FEAN—RITR - 72FICIE, full compliance @ GMP ¥EH#L23 &
BT, £RB, FHUE S 2 2D Validation NERICIMOENTWALENDH B,

AR AR B B Cid, GMP ZEE L 0 & GLP EMEDIE 5 NEHAMRELEIIR T, BARBEM CIL, MASEOH —
P (Specification) DRFFENTVWENE I 3, EAEHEIZ/R S, KM CTHEAMIC £I2TED
MERRD DL, 7 — AN —ATHW T2 2 ENZNO T, BRERED, EEZTH T 5038 L
Vo “Practical”Zpxtiiz LTW2 (RO TIE, practical &5 FEENMEIS TTE T, FA)
TR L TWD T EZBFAL T o), EAMNRE 2 7L, FARVIHBEE CIX, AR LE>ELTWD
WO —EOHEFFE (characteristic) ZHRFELTWD X 5 28E FIENMYL L, —EHADO ALy
7T, FOY—MHERGERATEL Z L, BT, RETROEHRMN+41C/Toh, Documentation O ¥E{f
INFEAIZAT I T Pharmacovigilance DIBBIMENRIE T 52 &, BRELWVWH Z N TX 5,

SRR IL. FFELEMICESE 220 TIERL LA L TE2 Db D, RRBOLMET, GMP 2 L 2
FETHEMTEDEHENCL TWDE I b, Misk, EEFHEEGZE, KROGHHME NI bODED
Fe < P R E 2~3ETLITITV, N AEZTHEREIOESE S TRIEZMRT 22 LR TE 2,
Hospital Exemption %45 D HE T4 GMP &EITITV, #LEFE S A J0iZ. “non—routine” MELENE 5 7
O HAT 5, Hospital Exemption O FRIZ DT MHRA 23T 5 OIXBEAFR T T, TOIEMOHITTE
B/ —F v TFTHD, bebl, Hospital Exemption & inid, EAIABHE OO OIZ, MK
FABINTWARAVWEEBAFERATLIZILCHDL07E5, MRA OFBE W) ZEIERTERW,
Hospital Exemption XfE25Lh72>E 9 >DHEr & HMRA (X778, 1T 9 DI, non-routine manufacturing
MNEINTH D, non—routine FIEIEN L CWILIE, BB AR FEI SN S Z L2725, MIRA 1T
non-routine F{REDH A N7 A ZHL T, — &L OEVEZBI L T 5, Hospital Exemption %
AWTIE# A 4T 9 %54, Ethical Committee & 2 d, KD IRB B OAR N L E ) E 5 %, ERf
MIFHEGEAR DB 2 IRE T D, UKIERTITHM L T,

Hospital Exemption Xf4dh ORUEIZE L T, ZFEMEAAT 5 DITFRETH D, Non-routine THDHRY |
FiEThH-oTh, EZTHEINTHELS (2L, MENLOBWAIEF A), ZORHENTHETIND
B9 . unlicensed product Z{BEICHWD Z ENTE S,

(Hospital Exemption I 2 4ER{IZ ATMP Regulation Article28 BHA INT- L X kv &, MEA< R X
NTWb D HARDERMEIZ L DWERIEWETERINTVD X H7E)
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(BRM T ATMP B4 & U CHRIRR SN2 ERNT— 87200 ¢ (MHRA 205, ELEIZEAS IR HESEAI2Y EMA
THERBENTZNE 2HCR TP AL FRHY), ZOZ EIE AIMP ABIZNT VAR ZTE TN
T, FERMEICBEBAHTETHWE2OTERNED, YHFMLOEMIZH L T)

FE D 5 EMOBEERBRICA ST LGB O E RS L, 2FRTIRBOHEIICH D, LU DS ATMP O
BOIHMEMICH 5, S HICHEEAO —FERTIEZZOEMBIZILIZELS B> TWD, 2O Lik, ATWP
WZBT 2 RDIEEI DN FEAIEHRICR S TNWDH I EETRBTLHHDOTH D,

Specials I, named-patient {FHIZ72 Y . FEHBEZENIEFICIRE SN TS, Specials |, B /d A L
THMAT 22 L AR, BiHZE0MBET specials BEHEENTWARTIEHE TE RN &IT
2%, Specials §RIHIZ, A Y, 77V ATRHELFEMENTOARY, BENK D F< B EHEEITS
nTWna,

MHRA 2347 > TV % ATMP IZBE 9" 2 M0k Tl IEMEHIC B 2R, FrE b e ¥ 2 B2k, £h
O &GO IRNFER EOMRZIT> TWD A, ERBNCE T 2 MBI ER T{fT-o T 5

BTE, HETHEBRAITOI TV D ATMP 13/ 20 {8, ATMP O TH, BSTIERICET 5 ATMP 23\,

ATMP D LSRR Z 5 2 O A7 i sX BUEA) 120 MERRFEE T, 2D 9 H 90% 3 K FH B B R,

ZREME AL LT D Z TRy, FRC, RPEBREE I, £ <%, filid CPC Mk, FFicfhio K5y
LBILHOMRICEFRLTAEEL TN L) Th D, Mar®e EoEFEIL, k., /v viRd, 5
FIZE o THEMBIND TN EMERBFEEO S TENTWD, Exemption FRETHEIEL TWAH Z TR0,
HLURFCAEES T b MERKB LW ANENH D L, GMP EEEZ D T HRENH 5,

ATMP EIRFIC L 2 HEEOEBICEH L TEEL TWA O OME, MHRA X2 A > 4 B ILBI2 720,

(3) Cardio3
HB 201242 4 6 H (10:00—12:00)
W . Cardio3 . (Mont-Saint-Guibert, Belgium)

FrS

HAEBRSH CIE, < OBBSITERE, Bz mMIRERZ1T > TV A2, Cardiod (X, L&
BTOMBERISEREORREIT>TEY., LML P3 72— X COEKBEERET-o TNARLETFLT
WHEHLZOT, AELbe TV U 7422 LA EREBRDRGMTLIZ L LT,

Cardio3 fLAERE

AR DR B D EIE R & O DR E IR & 5 5B E SR IC A R IR O B3 IS Fi b L7tk
Mayo Clinic TBAJE &#7z Cardiopoiesis Platform & 5AH & LTHBY, ZOHMRTT v b7 +— 24
(2 KD ZHERE R AN & B B O IR BT BRI I AT 5 2 E R AREIC R D . T O HIEIZ K Y HF (Heart
Failure) K OVDHFEZE (AMI, Acute Myocardial Infarction) \ZxI3 2 BARMBMER LA RH L TE /-,
B b AT LT D R T C3BS-CQR-1 (C—Cure) T, BEBHHOEHE L 0 I L 7ok MEsfiinz . k51T
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Cardiopoiesis 7 T /WVIC LV FE I N LM TCH Y, Z oMz EF B H O LIRICES 57
DA ERIGIR S, 2012 4E 11 AIC_AVX—YS{Hnd, P3BKRREZ £ 2728 C\5, 1P &
FHTO P2 RBRTIX, LVEF (Left Ventricular Ejection Fraction) BEREICXH4 5208 & LT, SAEHED
3. 6% DYEMBIT L THlaRERETIZ 18. 1% DWENREZ R LT, & HIT, Mk 5HE T, #EHH
WCHEBEREDSEORENEE SR,

e7 VU IRE
C—Cure B4R

lCardio3 |% 2007 fRIZFRIL S hv, EEIC C-Cure DRE | ERIRRBRDOBAIA & 26D 72, BRIRFBRITIEE DR
Bk (CTA) &% TRt L2, 1RIRIEORE R, PLIRBREEm T 2 L2, BEELH VDL P2
BRoHBsE LT, )

(2010 AE 5 45 LD EFEZ Y 70— b LT P2 B 21TV, EEEEOdER L, QOL OWHE TR T
TR LDORERERNRLEEZIEHT 2N TE, +OMETELI/ET, ZoREE2L Lic~r
XF—TP32HEET HEBEEH/TND,

P3RABRTIT, 2404 DEEZY 7 v — T 5 FET, X —0DIENIT UK, Ttaly, Germany 72 & & &
12 Brazil & O TELHRX CTEMT 2 TE, G EBITE MR OCEEREER T, FI2 4 B2 ED AR
Vi LT intensive care %7 CW A HEF EZ xR &35 T E T, better shape of life, active life
28, OLWFEL EDT FRA e L, EFRFRHEIRIZONTHEERL TV FTiE, )

2015 4F1Z EU PRIREATARR AR D 2 L 2 BEIZL TWaA R, EiliRFo 8 S H#& 1L 12, 000 = — = fL
ERIAATWD, MK, RIRBIEICE DEREEELARICLAZ2TNIENT 20O T, £ED Social
Security 7 4 A& a L Z 7 MAKL TORRITIIEWIT 2R, BRI, —2>OET—®#frot
Z—&ffoT, TZTHREBMOENEITS TiE, — kv —/ETHSBEHEITHIETE D EHE D]

THREOBEHE» S LA EZERT B2, BHOBYFLDICEL TEREVWRROERE®H > T DEL
DB LTI LTV 5, BREOBRBE TR, REMEDNEHWVO TERD WK RB 2 H 5 13,
DMl Z ER L 724 @ shelf life IZFEFICH VO TEMICEFTICETLEND D, )

[C—Cure ILLFE RN TH D, ZOLI B EHSD Z LN TE DD Cardiopoiesis DR, Lol

MR AR O L D IR B8, EIFFEFICTMHE R Architecture & L CW AR T, FIAOHD X 572
LOT, TOWRLIMKE XY TR THREZTOEMZRLOTHD, Bl L Lbmd 5 Ly
KRBV bWVWHEHMTH L, DEBITOELETEORET DL EAMOBEIZORNDN, ZTORK L H
WCL OWEELILTETICE 20T, LDHEEZEIEIE72 L, BEEROKGFO X —F v
FCHD, BEERTRLEL T285MICHBEICHYMEEZ T U A= L2RTIEWTR0R, LIiEOY
HlTX, Ehb RS,

BB CTROLET LD, VANVABERBRTH DL, KEIFX T w2 2EH validation g E N EE

BBRFEATHLN, BMMNYRIZVA N ADa 2 )53, BFEMRAEZERT2581T. BFEA
VOUVERBRICRTOT, FlRBEROEEARET DRV E SN TWDLIA, BINERITEIEN S5
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SV, YO EZ SWT-1log8 F THOUANAEEEEHL TE =, ]

[C-Cure DRERE N EOBREICRLNELRHTH DA, 50K/ —AAiH LA, Dendreon £
DHISLIRAT L TEHE D CDB4 MR FREIL, 600 AL DIRIEE T, 6 » AMDEMMIRBHELILDDHT
bh, TOFHN, BEEGOAMBREELFICLPPb LT, BETIE, B¥bIAALTWS, EER
FAHAFRICELT, 2 A =37 4 v bOXILIFIEFICEERRHNEALE B L TVD,

MHIEITFE & L ORMMEMRBE S RICEZTWDIA, BIMEILRO M E LTI, IFEEICE H2RD

OIERIEVE. BERF IS D Bt DR . I A BB IR T 2 O BRIE I 5 DR FRIE 0 R
8 ZLOBHEOLDERBERNZICEZ IV, WTHLORETH, D#MlacHoBErsfimcEs L
Hbh s,

TR DEAE U7 BT WA S 4T CPC (Cardio3 #:NIC CPC 23d 5, ) I B4, CPC THEHN S D0
AR ~D o, WO T a v v IR Thbs, T OHRIERAIXEERRICE O, BE DL
fglC EERG S5, |

MRaEleiciT, EU MBEE, —EdHv 20 2FREOCHKE CHHERENTE LI 5ICL, &TH
Mont-Saint—-Guibert/Belgium 0 CPC IZ AT EN THUIEIND Z LI1Th D, BIIED CPC 1T, 4ERI & 72 v 500
MRTREE Z AL L T B8, BRI 10K RO MEL N TTREIC 22 5 & B 5, Dendreon #OHITiX, &
ENLDOY UREKERELTHD 3 BURNICLAEZITORITHRIZWITRWVWOT, £2KT, A1 %
200-3000 & FTIE - CTREXIG TV, TR 3 HHOE U Z —ICELNTY Y/ EKROABMRITHLN D,
HAE CHIEARER DI RER AV v N TH D,

[Allogeneic 72 ML Z DAHFEEDOIBEICHAWE S L9 5 & | EICHBEEAMTIIRE ~ >y F 7 st
DITIE, 2,000 ARREON T REDIULERNDH D, ~ v F U IR TEEZELTH, ZLOFRMEITES O
T, —FIHOBMBEBAIZARETH. 2EEURIE. 7T 74 7F > —DBEAH Y TERWVWEBbh b,
F72. allogeneic 7Rl Z M T2 & SEMBIANREZ LB L T 205, SEMEIANIT R DI
KL TEERND D, DEBREBET 572912 allogeneic MR & . DEMERAZFFFICEET L E W &L
WRERIZR 2B DD, 7 a— o & 5 BMEEEIZIE, allogeneic 725 MR /EH 3 2 M
B AE A TE A0S LARWA, 7 a— k73 8 Cardio3 o B w444, |

[Cardio3 7% R&D BB L T2 D%, allogeneic Ml CTix7e < | /IR EY (1ysate) . & 5 W E, C-Cure
D XD IR EHIE lysate ZIRBRICHW LR W, LW IBFE, WTFHIZLTH, LEEOBFEET
Wix, 2Billion€lh LGN H 5, |

[EHIARHENHBATEHEAIND L) THNIE, BATG~OEB LBF L THAZW
BieEEICEHLT

[Cardiod A HAM IO OAMEFE L2 LITRVWR, PO OEFREZ T TEELZI LITH D,
FREAET HHAIE. YREPOOREF 2% T T RITNIER LRV, GMP EZOGR LR D,
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[C-CATH A TiE, IS0 @BEEZIT TV HA, ZOHE, WEOMERHSE SN TV AEHATE T

NITISOBEN S B2 D, GMP OHAICIE, ML EAEET L2 70w AOEYYE, FBES . EFET D sk
ANBOEH, ®MEOMEERITET A0k KB, L, TR 2R T2EHTM L &+ XTOHE
H & 20 L7 i uvid7Zavy, IS0 IS5 & GMP DIE 9 AHRERIZHE LV, 448K C—Cure EFEIL GNP %E
W, BUEFFHIE, GMP EEZZHE L T EANE I NTREHSTL 5,

B
[Cardio3 BRNLHFIZIL, 52M €EOBEARZHE D=, 4 F TOREEIL. 260MENL T, . 1SMEITBEUF 2> 5 D Bh Ak

o

C-CATH

[C—Cure Z MO ZERICAIREIZHIEZIEAT 272D ICB% I8 5 T, L (perforation) & 5] X i
CTVARZEBRBLEIE LIEDLDOTHD, ATV MM bOBGFEL T — T AVEEEZ TR 2 5 ERIC L
S TIE C-Cath bAEZGITE YV P Z LB TH Y, C-Cure {BE LT 5 EMICIZF4 2 A LTV, BEITIE
UCERMAE S T 508, FFICT A B Rl CMWEZRET D & 5 RAEITE > TWRW, 1S0 YT
AETDLEIRMEEHV AT AOHBELZKTLTEBY, C(E~v—F 7 2MBT2-00FHE LT
LTW5, ]

ERICE G ZRETHE L7208, @HORAT Y MEALT—T NV ERU T, MEEH T 2EE2 L=
LRHIZEZAITHRER DD LD LT, —EIOEFT 100 T L~ )LOMREEESITEATEDL LD
FETHD, 70 b ATDOLEI LD TEHARL, TTEEHETOLOTH D,

MERR L

CPCHiR & RFIHETH boTe, HIRIZKRDEY

CHIE SN TNSVWERENR I~ EHY, ZZTEROLEEZ LTS, REVWEFHETRKBEOE K
PIEET DL NSO ERICHE L7213 ) RETGROFTREENEVWD TE 2 b vk & o7,
«CPCEfFL LT, BEMD Y 7 AFMEWE S REIG X T2, BEENICH D EER v 7 X TOEENR
HLERD20T, 2ROEEEOHERITEN LSV TELXZRVOE LR,
cBEBRBEOBBEN 7 a2 L2 L ICTREN TV W, Elbhi,

R R WA 72O C, BURERE, M2 EOMBERIGN L < o,

- PRIEBREBERE 2 DI, MERZAMATIOR IR CPCEZRERLIZLEEDN AL RO BRHRTH D,

(4) TiGenix
H B . 201242 H 6 H (14:00—15:30)

AT TiGenix - (Leuven, Belgium)

R AE

AAEPEIZ 7R 5 T ATMP JRFE KRR 2 7 ity S 1V BB T IREM & BRI, BRI CME— M IR 8 A o o Je ik 5
ARBEZT S0 T, BIHBHELEZVWEZ X TV,
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S E

Leuven/Belgium & ~X— R L F A M fu iR M & BHSSEGE T A 2L T, £ DML “ChondroCelect’ I, EMA
THAR I NI-ME—0 ATMP fMBVEEIE TH 2D ONBEZNEN T, ATMP & 7R S22 W THREAR I
TWVWAERANTIH D), ZOFERMEN L, b MM L kAL DBET 2 55T, ZhEFRAL
T ChondroCelect @& 72 53, P3EERMBEMEED TV ODDEKREBAT — VA T T34V EHT
Do

TiGenix fH8Y 77
ChondroCelect : 2009 412 EMA |ZHR 5K R S uic B ZOCE I % H ™ 2 8B AR TR R A, BRIN T2
ZEALTND,

CX601 : LK MK D AR FLAR s AR 2 WD AT, 7 12— W CTORLMEIEA OIREIE L L

T P3IRBRY, Allogeneic 2l Z AW T WD ORI T, A—T7 7 VIBEEZBSE LD Z &,
CX611: 2% /4 D AR Wi kL Adk o e e N 2 FH WV 2 38K ©, U v~ F i RIGHRIL L LT PL/IL BB+
CX621: {57 H 3k o> G i #HLisk Ha Ste sk N IR 2 W B 3841 <, tho B &k EB & LT PLIRERT

CX603 |XPHFE A HWr L T\ 5, TiGenix tLTD /A 7T A » TN 72 DL, ChondroCelect %< &
Allogeneic #iffdZ HLMZBAFE LTV D Z & T D, Mesenchymal FHdo 2 WIENEE R OESMARIT, %EH
FIMICERT 20T, 20X 2T, A2 FTERISHSEE 12 W &, FOREMmHERIC
XV ACHRERBR EOBRICLW TS ARE.EH Y . £ RD % Allogeneic Ml /B CLAaE ¥ BIZ W
FTTWd, Lol Allogeneic MAIEIT Y HFURMN H 2 0T, HEHKGIZESR T, —HKEE L
MNTET, TRICKVEBERIREZREASERITIEW TR, En)H 2 Lidhs,

ChondroCelect BHZ&#%E

MR, BEMHABROBRRICED XD MRS L, 7220 X5 e fila 2 EEICHCE k4 Sk s &
DATREMEN D D Z & AT TIZFMBNC X CEME - GEP SN TH Y . 20 L5 ka3 B ERE O IR A
ERV DD ERHRROISICTHRIN TV, TOMIAEZ KRR T 272D DRI O AT v 7 H Hif
BIET, TN E TR Lz, KITAT 72003, B FEH T Proof of Concept Th o7z, BHERT
1, WNZEERERICHIGT 2 L9 RET L2 A 0500, W L CEBIMZRFEMZ1T 5 FR TE 5002 E
HEHTTHF LR, Goat Z MW T?D Ectopic Cartilage Formation T, ZHIZ XY b kDML
FEBRIZ Goat DN THEEHEMA BRI ED Z L EFEH L, )

AL —BUIL, BEEOIHEHEEGEE TP/ BREAK L T P3RRNOHKBT I LE2RRB LI,
PRl & LTI, ZoMEREEIZ. AIMP & B IN5WTH 7228, ATMP Regulation(1394) 23 TE ST
boleZ &, MBABBEMD LD T, BMNICEEL., ZEMENEWEHEBT SN2 &, BEFOIRBEEN
Microfracture & FRIENL D & MIxt L CREMZFIEL Mol Z &b B BEFIE & O kiR R
BRAFEML7TZIZ O N LW E W L7k Th 5, )

P3RBREEMET DEEICOMP FTOMBEENRLETHY, TOZLEE2T oy 7 TELEIRRABRD
FFFICEEE T LTV RTNIER S 2028, MO Characteristics, Potency, Viability, #E 7 &
LA ZHETEX 2RBRRIL, P3 MRz &GS 2ANICER ST TH o7, HiEEL, T TCKHDH
{50 validation & — 81T > TR STV,
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[P3 FERIZIE, 2001~2002 FEOMIC 120 HAOBEE BBV _EHERIETHE Lz, B P31bH A
HX— P THDOT, BOEWERTIEIF Y T MTEDI -T2

[Clinical Outcome DFEAMIEH & L TiX, Clinical benefit (QOL 72 ¥ DAEIEIIE DR AIEL) %M
L. 3FE% O % primary endpoint & L7z, 54 T® Clinical benefit TZhELFM L7z, 3 F%
DOFE TIE, TR THI#E 58 T, Clinical benefit IIFFHMWAE 2 b > TLVBEFICL
ELTCWE, SERERBT L, WEBRIT IRV ZNU BITHENT 2 Z L3220, Blldsz e
BRKRE LTHEHHIIS DR EFRICHWVEELR LR L T, b Bk O ERRFE FI 2T ST
WEWEHMICTdH o 72,
P3RBTV, BT 2RNICITHRE 260 A RREDOBEFICE LG L TEOROMEREIT o712,
[ChondroCelect M JEIE & LTI, severe 72 Cartilage Defect JEH Td 5 2%, mild 72 9E UL E & D %t
GO ThHoTe, BRE LT, BEBETEIAT A ANV =—ZAREVDIZH AT, nild REFEZHLR L&
T 5 DT, FH A AN E V0O T PharmacoEconomics TRIFAREENESNARNI L, nild REHRTIZ
BETE ORI RBIEIE CTH ORI RN ZONTND ZERETAT A DL == AR DN L EEE L
7=

s

[ChondroCelect MEEIZH ~ 72T, I bRE DO ND DIXFHHEE Th - T CPCERHHRE TRy, L
No TG R M FIF 57201203, WAL TR Z Bt S & CREBIRIZ S P 55 TH v | TiGenix
HTIHIOEIBRBAHNCEIVHEHYD a2 XA M UKL, BEMEEZACLRY, A— kAL
TEELZEMETERWEDIFEETREZ DR L THEREOHIEZIT o7, ®EM TH 2 M % MR S
B 2DRAKIL allogeneic MlEZ MWD Z L TH D, FFEAER LT A MIBIZ 2R LRWL, 4 F
TEFCAEEEIT o122 Lide |

ik - 0

MR MR T RIS . BRI IR ok, BED S OWMEMBROREIT, FMOENT, ¥y
TP D surgery N TEDEMTHIITIZNIZTHTE D, EH7Y 20 oY A b EEMTH/N—FEET
HY ., BEINLHMBIT Leuven (TiGenix tEHEFE 23S DA 126 &N T2 Z T Cell Processing &
nNod, B =L LTCEZZO—0FICEIREKEINRN—TEDLLEZTND,

BREOMHEER

MR TR SN DN E I T, ZOFEZRISELNDEINEIDORE M, %E®D Social
Security Office LHHFRL TWEH A, FFICHBERER TH D, MREIZA T v ¥ TERRBREESRIC]R
LHIENRESTLLEZAT, SBRIEIDVDOETHMODORBEZENRE > TN IEA S ERBIFL TN
%, ChondroCelect M7 E@IEFNIFERE T2V, BIFEO L Z A, FM 10 EHEMORE LR TH D
DL MO NERROMESADRBRERTH L5, EAERPIL 19KERE T, 2IEOIEREMNA D L. 40KE
FEIZ/ D006, HATIEILZ DEETIE AR, |

() Z 7 EHHBEOHIER L TWNWDEDZ ETHoEN, VAZEIL, RITOAFAEHEZREI T, B D
FROT=HX ) U TEFTEHRLS, TENEFHILALT S FiEEE 2 TEMRITREWTZRWY, T35
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DOWICHZR E | FTHERFOZEZFIZhoTETND,

= Fifi & il

MO AR 2 TR BT 2 735, LW R T WS, 8 LB HIn L Cartilage IR T FHIT,
BIEOFERICRE A 27 RS> TWAHOT, TiGenix i, EMOFHICIZEIL TS, 208
MWOFEHIZ, T TIZHM 5N TS Characterized Chondrocyte Implantation (CMI) & FEIEN 2 FH T,
Wi REE e FHTH D, ERICIEEEZER L THEHEICIHEZIT>T0D, 20X RINHEEFEA, e
B+ eHipEiDd & TiGenix £V certify S d, ~/F—IZIFBEIZ 20 4 D certified physician
BBY, IAnbbL—EHbHzY 20 4BEELERL T TE)

HA D B ARH BB LT,

(EZFZRBEEOM G R DI E I DR, KB TELNEI OO, & DZ &, ChondroCelect 23
2009 FEIC LW ENTH DD, WEEIT 472 revenue ZHER L TS LTV 27V, i, EiEds
W0 T=DWN, AT A PIEERD T2 T, IELOENITE T ROKRE)

(5) Paul Ehrlich Institute
H - 201242 H 8 H (9:00—12:00)

AT Paul Ehrlich Institute (Langen, Germany)

RRAE

RA > T ATMP Z#HE L CW A2 PEI TH Y . BAEEBEOEMRGICOWTe T Y 745D, A
YT Z OBEEILIAMCIE 2R vy, 2 FFERGIC PET ZFGRI L, ATMP ICBI L CO BT U VT AT TR, £D &
TR EENTFNOEROMAEFTNEE Y 220H D & W) RIRN IR E - 7=,

Manufacturing Authorization ¥ E %

ATMP D BRFE THRANIT L 72 i AU T 22 D 728 Manufacturing Authorization T %, ATMP (X, %< DB
A KF bR EOER ORI N IATT 208, B2 0 X 5 el AN ER N G2 55 Ok
KOO TEHREVWLODRVEERAT v &7 5, FazHli+ 55 b EE L UL, 85 Gk o
ENFDITRIESN TV DENE I DO RIZH D0, HEOHBERIZIS U CERE D TOHA N AR
S TL %, WADBERETIE, WEHRBRDBHE ROV bONE ) hraHAWICFEE T 5, >\ TiREIC)
DD NEICHTDHBIFEREDLIICRENTVDNE D, HC QP FEEmL TWnane )
D, WbE c BRIOHAICIE, FFICZOREENSEILERD L, EOBRETEKRENE I DIEFr—2A
NA =272 2036 —ITIT W R R, A B EYE, validation study OFEROFFML., 72 &)
WL MED BRI R > TV D, BFEHER—ZATOHWHITZ LD GNP FAIDOFEET LD Z LIt D,

hREELMBEEEECHSPN-EH

ACO ATMP B FEIZE L C. 6Bk, BEORR AT 5 O1L% EUMBIEITV, EMA SR REH 21T o
TEU &I COMRBRAREIT O, EMA RNHREFEAZIT 5 O, AIMP SN & HHAI B TH VG s iz
HWRMLETHLZ &, NI TR R EELEFE> TS MNERSH D720, TrBR - JEICEAL T
EMBEEICAEESETHDH0E, OFEN2ERNH Y | R 6 ERLORFREEZ S MEEIEE
TWERERSH Y . ZREERY BT 20T HERH 5722 & @4 Local Authority 7%, MG BHYE
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P LPOFETCaryhta— L L0t Bz e S5 -0E RRoOTFHE#ELZ 2 TVWD, O
TRTCOHFHEELZ P RILL CTLE D & National Professional D BN KEEIZ 72 D . @National Interest
P DNPDOETHREFLEY, E0WI XHRBEBEZOLND,

BRR T — & OYLAME A o F e

BRR T — 2 ORI LT ICH OFEmAEAL TV DA EU IR W TR, RIEDEWZH M & U THE (F
W, TYVT7 PHR) CHRONET—Z EREARBAFEOT —F L LTHATERNE W) Z TR,
BRI EC BERICHIREICZEEA M EZFEA L TV A0 E 5 2 & EXM ISl L TABEIEZ{T> TV
D, —MIICIX. T 7R TOIRRT —XIZZ 0L REWTIEER L, KETITocibiT — 4
DHEHNTIRTEARPFHFET DL HARTH D,

Hospital Exemption THHNT2T —FZ BHFFICHEMH TE 5, E 5 2B L T, i3k Hospital Exemption
TORE~OEFNE G IEDEL LR T H-DICREET 50 TIERLS, EMA, HEBEFICE
STIZIDOWEBEBPRBEE LY, EEXTHEAEETL0THLINE, T—FOBBFIIH LT RN,

L7 o> T, 20X 9 7FEIXis not good instrument for drug development” & W9 EH &2 - T,

Hospital Exemption 7 —# % POC (Proof of Concept) ® BMID7-DITMMT 5 Z LICHHM 2% 2 %
AL TV,

Hospital Exemption &LHEIZEHL T

Hospital Exemption MDA, IBBRAREZEILE 2L, MEEESOAR, F LT EMA O IRIEAR
L LR FEAZBEICEGE L, TOMMOEZIHL-TEDL I 2 ENTED GifizHh-oTHH 9,
LWV ) ZLIZB LT, Hospital Exemption AL, RITLIFRALD L, WioTWe, AT X THY
7 F % Hospital Exemption THREZFIZHEEG L TWVWAEN, ZNITHRENTORETH- T, ~—F7 v M
HTWaEWn) ZETiERWN, LD L&,) HEROIT, BEEKRZT THD, MY TR, WEAZRH
FEOBIC, BIEICHET S R a2y MIMA TEOEAOFRKRRBRT — %, KT —Z bRHL T
b9,

Ino0F—4, IbERT —4% (Z0OEF O h TOREEFKLE ZOHE), patient care(ZDHAE
DERZLED L IIITV., FO L2 LLEHELTWVWBDN) K market condition(Z DIEBEZIEHET
HEENT TICHEET HONE I ) FEE2BEMIHE L CRIETFR 25225085 0kD 5,

Thi, FOEARE MRS T HDICHLBERIBIEZFE S TWAENE I e T 570 ThD, (Z0D
AT, MHRA UK DA &< B2 %, UK Tid, Hospital Exemption §IEIZ & BHEMIC X % BH DOEBWEIT
A EMOHPIAE TV DA, MY TIXEMOHEWITI Z T Authority 23% D% Y M2 74l L TH
BILEV ANy FEFDEELTEDLILEEBERLTND,) 20K ) eBEERTEARIT KA Y TIEAM
@ Authority 2T 9 25, BHEAPHEI A E ENTWDHDO T, PEI &N EWM I LB LBEE2IToTW5,

Ethical Committee IZ X ZEAICE L T, BWERRBOHAIL, MBEZESIMHE LKW 21T 5 23,
Hospital Exemption TOMBE~OEFEGITIRR TILR VWO T, MEEZASITIE<EE LRV, bRk
\Z R > TlE, Hospital Exemption §HIC L 2 RERKBHEEN TN E T 3B b o 7o), FFi I3
=2 bW EBbidD T, ERAEGHIIEDLEZA—DbNEWNS Z il b,
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Specials RIEIZEA L T

“Specials” £IHIZEIL T, EU Directive TliX. ZTOFEBREGEENTWAN, KAV TIE., ZOFLEY
FREFHILL TV RV, ZORBEIZEENZND TlER, FEZOLREICE L THRRT LR T IEWT
ROVRHINFE > TV D06, Bl 20X, EmARM M ka2 ATMP & L THWS & & autologous THILiE
R EEZ T, HEEOHENLAN TN A, allogeneic 2fllfEZHEE L CWHBEFICEE L
L&, oL RIBEEBEIELE X T nanage T5D0, HDHWIEHEA LB 2T manage TH5DM0, &
ZIFHM PEI THEFEF-TWAW, BEO=—XICH LI BKEEEZD L, Specials FHHIT LY
allogeneic MMM % 3B 5 & Th %M. allogeneic MPDH G LDV RV 2 E 2D L&HIC
specials RHAZHEIC SHEHDIFIZE W72, PEI TiX. specials &AL D X 5 R TEHIET 50
AERDSH TR, Special DK B LT L TNWDHON UK T, oETIE, EiEfmAHTWARVWE
DIT O VDL,

BERFEICBEL T

FA YT, ATMP BUEFHEEZ S TV IR EICE LT, PEI B a 5204 FETHLRL, T—F 2l
STWDHDLIT TRV T, EMICIFEREL TRy, BLZ 100~200 BREDHEN T A 2 A% T
WaHrbDEEbS, TDELIE, KEFRRREOT HT I 7 OMig%k ¢, ®SEBAREIEEICLRNER
bbb, 100~200 ORiFNETHEELTRIEL THWDIO0n, IRIRLTWS Db bbb v, RERT
I, 2~3 RIS EMMI D GNP BHETRATIILEMHEIIME L CTER L DM, ZOELT . i
HUNDHFERH > TITON DT TIERIEZMUNLOERM TITONLE DT, #iET A & AR 4FE
B, ST 2E 23R, Fo, WERRD SIRBRARPFHICHITT 208, NA Y TIEEE 15~20
TEOBRBHBENHENEN, WEDLZAFAY T ATMP BNIEREBICBITLEZEAIZ—2b 20,
(TiGenix #h DAL, HRIFZAEEZBFBTND DTN, R4 Y TIHIRBREITDR o, LWWH &
RDN?)

(BEEBROE S DA+ 5 REHF AT 2 D), TRIEV L ARk T 5 EZF 2 DT L
T.) BEFATHENL, AR ERET A ARG T EVWS 2 EiCh s b, BEFFAIX, oMk
EoREIZH L TEZOND, WO T itk d, FoAT, BEETFTIR, BHAEREHNE VWS 22N
TE 5,

EBRIZ, inspection 1T 9 BEIZIX. local inspector & —§%IZ product specific inspector & [F4FT L T
—HEICEEEITON, ZE O EMREEORBERER ) A THEEELITOLENDHDINLTH
%, Product specific inspector (X, HROLFIVIRE SN D, LLRPL, —DORGMIZHTD
T a GO, B oREOREICE L X, FArRFE IR, BET 22 L2 Y RBITEAMN.
BRIOHRGFEEFRALTT AT TEL, EhdDITIA BV RAEHILET RV, ZTORKTIE, #iEZ A
TURAFRBEAICGE O DT TR BEVRBFFIZHLTEXAOND LW ) Z il D,

GMP regulation ME-FIZEH L T

(GMP regulation IZB L T, HAIDORHIE A 7 — V2GS UTHEHL L 22 1T AUIX W T 7 WEEHE A 25 2 5 B0
HDH, EONHTMEOERMICELT) MB4T0 GMP regulation Th, AT =37 v FITHEW, BIIIC
ED X 57 documentation 23 LER D WFHHANELMIN TN D, B DHFEEMOREICRE T GMP
FEWLE IS IE LS L LTIV, Bl x X, BEHIBRREME C9 T validate SN FiE, 7'm
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2 TR, W A21T O LB < BRI U CEY)IC validation study Z#FE L TWFIXL Wk 5
IR TW5h, LL, FNTETEZIA—L TS b Tk, EBEM (practical method) 723#
LD @ENICH L L TWDE S H D, |

Product Liability

Product Liability \ZBI LT, BEfEIX, —FMITII A =D —RCH D, A — I —IXEMIZx L THor7a%
FlEHE G252 ERFEFMTORTHD L, FIRFRHICELTL, LERBFRIEL ERMICH X D0
ERbHD, TOXIBREBRBAHENIT > TERFHDE S 72 & 1L, BMAREMO I X ZERIT
A=A —MOBENMbI D Z LI D,

ZHMEOEO RS

BERFLET O OFEFEMICEFZ LW ETHD, kb, 2 0OBRE, ZitH X, EM, Wik s
DRIFECAENR DN RD ZENEL, ZFtHIL, TOZEOEBIHMBL TWVWINLZFEEZIT D
DT, BRREFICHERXTKEOHEINER>TWnWb 2 iz s, HZitfiEan-®MmEER L 52 Fik
X T 2 RMIE—BOICIIRLENHT DI LIC2 5, RERDL, BHICE o THERE S -GN
LHINEZETFLCONDRY, ZOEMLEMY BN R D, BYNENEBICR L0, Bit#BNT
EDOXIRMYRDEERDHY, EOXICEOFEREHEMETHHL TV DERLETA RT A4 0
H 5D,

FRERERICBE LT,

ATMP 7% National Health Insurance TEE I LD DNE 9 IZBE L T, Social Security Office 234HY4
U TPEL (XHIW T 2 EEH TIXR VO T A R TE WA, PEL X HTI Agency (full name (&2 Tl
BW Lieinolz) EEMMICHEEZIToTWD, Ziuud, ATMP BIEFICRT 2RI TH Y . FEFITMEA
{EENTZHATHY, aA N/ XX T 4y bORT U RAFTMREHE L HERDOEA L IZL2 BieoTHD
MmHTh D,

(6) Genzyme
H B - 201242 A 11 H (13:00—15:00)
WP Genzyme ff: (Cambridge, USA)

RRAE
Genzyme L, XA AT 7 OMR TR LSO —2L LTROLNTWVD

Genzyme £/, Humanitarian Use Device (HUD) & 37 &4, Humanitarian Devise Exemption (HDE) @
T CFDA &£V IRFEAF I #7- Epicel B L7,

S

Genzyme |%, 1981 412 Boston IZRR N SNTeNA AT 7 2fETH Y, XA FOHATIIRELSKI LIS
tD—>TdH 5 2011 4FIZ Sanofi IZ &Y BN S 7=, Epicel (X, Genzyme tEDH T, HEDKE N
AFTr—nbBonc LEMIBEREEL TERINLD2BMEA T, Genzyme X 27 % Cultured
Epidermal Autograft (CEA) &FRL TW 5, BWISIEIX, 2HDOKED 30% L EOFEHOEE T, B~
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W LTEFOREFAZHEIELI LD THD, 2007 4£1C, Humanitarian Device Exemption (HDE) @
b & CHRGEARRE T T,

7V TR

Epicel BAZ&#RHR

1970-1980 4(Z Harvard K%, MIT ORFFEE 25, AN TR OIERIE 24TV, BRI ZRET25 2 &I
F0 BRIy — FEERT D Z LIk Lz, Tha BMERE OWRFICH VDR EZIT > TV,
WMREZ ORGIT, N T v VDRI REFREER LR INTNEDOT, RALOHMEZIT 52 L7e<
BRR CHWTE /o, 2OMBZHRE LIRE L DSVt Z2 5 L2 OFELIT - T2 )3, Genzyme
fhid, SNEEIRL CFELHFET L2 L & L, Yk, Genzyme th& LTIE, EEMENHLBREE Tl
ST HZ LY, FEOERPIF[HTELLEEZZLTNLLITHD, FFIZ, ZOFEORENIREIET
e EFRESRE LTV Hbh T, EHHNES RO THRENES &5 2 TOTBEEL

1998 ££(Z Epicel 129U T, FDA |E combination product T % Medical Device &ML, & HIC
Humanitarian Use Device (HUD) L ZRE L7z, Z DRED  Genzyme FEOFEMNSHE L TE D R o 72D ),
FDA B DORF DT v > 242 £ Y Genzyme BNHFA L 7O T L A 5720y, HUD & LTOREIL, B
@ Orphan Designation &FE{EL L TV 5 2%, HUD 87EIL. orphan DA & RERIC., FEKRZE %2+ IZFEH
TOHZERKIBARINI DI LRDOT, —MIZ, FIRSHENRLZVERESHRA - —ICL > T,
HUD XK & 72 fll2k & 72 o 7z,

HUD T o> Th, Epicel 1%, #IE%EETe Combination Product M7=, EFMIRE L TORED Z 50
5 FDA Biologist ®BEAG- 3 IEHICHRA o 7=, HUD FBEDEIZ . CDRH A EEOFEEHRNI Y JHIC b hovb
53, CBER @ Biologist 28 & b2 o TFALHF A Z1T > TV /2, Genzyme #ENRANCER L 2R D
Ly Tl & DF 2 2K LT, CBER 280 - CIEHIT ik L W FE AT D Z & T, HFED Genzyme f:
WNTHEFR O BRI E - T & L,

HUD & FRE S 4T, 1999 4FIZ HUD & L CDERIEABHFEZIT o 72, Z @ W5 1L, HDE (Humanitarian Device
Exemption) HZEEL LRI DA, HIEN D AR (2007 4F) T, EIZ7TEMORMAEE L, Z O,

BRAROMBE L >7-D1%, Epicel ICEEND., ¥~ 7 AHED fibroblast (BRI OHFEETH 5,
fibroblast Xt b A A IS E 2 DITHER T 4 —F — Ml T, ZNAREPOIV RS Z &1
TERV, Z0arZ LY, Epicel 1£, W2 Xeno—transplantation (RFEEWAEMBAE) & 7
REN, TOREMEFMICEIL THEMEELZZ L2725, Xeno-transplantation [ZBF 20 A4 KT A
VORI H I LT | Epicel B EZITTBE DO OFIM R OEEIE & FEx ORI E S
nasZebihhoi,

HDE /&GRS 1E . ARMEDOMER 2 LICE VORI TIRGEARBIN TV LRI 220 T, Z O HICE
LTI IRB OERENMLFEIZ/ - TL 5,

HUD 1%, RHIRFARBOLIICRZ DN, BiTZ ) TRV, AFB 7o 2Tk, ELea2itt, Ik

EHROT=F VTR E, BETOHETEA EFE LA CTEOHBEE TR ITIENT Ry, 207
nt ALEE OKRBBERELEFELCTHY, L TEBILINTZWREAR E VI DT TRy, 20X H7%
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G MM D Epicel 23 Combination Product 72725 72 @™ 2> HDE KGR SL 4 RTHRE I R ONT OB 20,

Epicel DEFEJLK
Epicel [ HUD & L TORELEXZITTEY ., TOXMRBEIT 4 TAUNL S TWD (Orphan FBEICEL
NRB LRI DI BB S, Epicel OXBBEFIIKENT2 TATHDHM, EBEIZ Epicel {GEE %1
ZBEBT, EM 100 BFEE, Epicel OMIGEIX. 30%DEEAETH Y, WE T TOHKRER L BE
BEICIROND, ZNEREETHLIVEZNUAOWEE R EOREHREE CHEIMEZIERAL LS &7
HEBRHMNE 7 NVOEERRABRS LI L 72> TL %, Xeno—transplantation &ALES 1T HH TV 5 Epicel
EHEDBENEL B EVF A LOFIKLH Y. TV OEERBREIT > TEISIETLRT 5 DI L ER
BEIWCAY v FRHDE I EEICHIE L2 vid ey, FDA 1. Xeno-transplantation % ZEfm
DIERD & 2B DB E L TV OHERD T, Epicel OFFEINREZHIEE 5 &2 L BEOMRAR
RUEBEBMEIZ/R->TETCLEY, 50 & A, TIIX Genzyme DHEHE TiX 72\,

LU G, EAEBMEEF O L 91T Epicel ZMELETLHEENWVDLIRY | Genzyme |X Epicel Z 5 L
miFTbdob 0 ThD,

BRINMCEIH T2 2 & b ARETH DN, BUTOARE L DR ESZROBEEZMLEL L, BEAMTIERWY,

HUD RREHG

HUD & L CREE SN BAIIMEE T I0-12 2 BN RESNHEITIFEFICD 2o TE
TW5, FE20EE L THEEABROXIYET I —D LI R bORH DI, FEY 2T R EFEERT
A, /N ERMEIR DR R B LR IR O R R B RR 23 % W, Combination Product & L C HUD 4[5,
X Epicel BAAMTHET & 720y,

*FHidh

Organogenesis f£:® Apligraf %, allogeneic 72 F /% matrix ECHM I CER LY — T,

HERIFIE S 72 & OWRBIZIHEFICIAMICER & Tuvb, Apligraf $ Combination Product & 3RE i

T, [EFBEZRHNT CDRH FHE L 72 > T %, Epicel 28 Apligraf [ICE VR ATH BB OOIEIRS R L
TIEZRWE, BEX TS, Apligraf 237KF8 S 472 DIE 2000 ELLRTTdH 2 O T, WE OEFELG & LTk

RENTWDEEbis,

(& : Apligraf (3B L7 MBI HE LG 0 CHM L THEREOREZBIR 20 T, B

U 7= MR 2> & Ji i & 40 2 BEFE IR 7 23 BB O MG BL O BT A2 L L TR 2 R S8 2 b0 EZ LN T

W5, B LIZAIRII WS RS %)

—HXAYIZIZ HUD DA TH EFEAEEIZ AR TH 5, RHrbiEiT OMP 2 EF T 20 ENRH Y | FDA L O XI5
L 72 %, Genzyme |%, Epicel MAEMET, FFLAEEEITo/2Z LidRV, R THERM 100 FIFRE O BREFIC
T HHIER DT, Genzyme DHALDMAGTHES) THAKIGARETH D,

Product Liability
MEBIZD &K EEER., BEAHRRETCOELT, BINO X5 2EMO PHEIZHED S EEFIXER
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DEFEL D, EREROGE. REERBHFTN»LOBESBICOVWTOHFARHEINT VD, £
R ERNZ 2D L TSR OEIEOBRMAINZT 9 2 E+0RERKZR T2 L THRVWES
WIEA =D=M EEEZMOMERDH D & S TWD, Epicel DR T, & HAAREFFEZHEIT
HHN, WHERERFYPES I 30 (LAYWREC I D2/ FE TEALZFFIT R,

RRER ORI RITI D5

BRICKLER 2 TOERM, b —E X Epicel RUOMHEIRM 2L, HEOXRIZRY 55, HRITRY
IDEGIE, BONLLORD LN TWDAN, ZOEIEITFEER, MR, BEEROET2REICLVERDHE
Hpkd 5N %ET 5D, Medicare Db & TEIBIN D3, —MRITITZ NI X TREEMLRBRIEMNOE
BELTINDEERD D, ZOMEREIL. WPt L RRSEOMKTRE S, FMEM L LEFIEL
BICHREEINTZOFMBERBEEON L LD,

KEIC R IT 2 RHARHIE

Orphan Designation il B TO&RZRIL, BEH, BHFHEOFE R ETHIREZZ T 528 REEZZ T b
ZIE, WOEARRE COBERMNELS . BRYARICORN D, G EEDH HD LV L0 T, LVEIZR
BN S L2V, Compassionate use &, BHNEBKE D AT AR D T, ZAEITTIE, BV AT
TE722\, BRIN Hospital Exemption & BHIKBO—HTH 22, BLEIEEHNEE I TS 72 E Ol
BHY, KETZOLIBRHENREASINTH AU v MEdien,

Genzyme £ CO A EHEEH4% D RD
MR OBEAERO RD AL TWA M, Epicel B#E T, (MO RDIHFHEH 720,

AARRHARHEICEHT 2HI%R

AR DB A encourage T2 DIZIEFIZZRBRFIETH D L BbNd, LnLARR G, user fee
BEDEIICTL00, BEEERRBT L2000, A LRTNUIEWTRVWEERZ 2 H 5 K572, KET
T, PREDRIZIEFICRE S, PRTERWVWERD EEVRABREIIRD Z L3 b 2,

(7) Beth Israel Hospital
H B - 201242 A 12 H (11:30—12:00)
WP Beth Israel Hospital (Boston, USA)

T e

Beth Israel J@PilX. Massachusetts General Hospital {22\ TR =\ Harvard KZF4E | DR B TAK
THLHEHEOHERETH D, 4B, ZOHEETHA L7 Technology % KM EZEIZ Transfer T 2 HEE % FF o
Technology Ventures Office DA ¥ v 7 DT RPWMNI=DT, @izl Z Lz L,

e7 VU IHRE

(Technology Transfer Office MHEREIX. AARD KZFEIZALE T 5 Technology Licensing Office (TLO)
LIREMULE S b DT, BA TLO LLEOHMEAB TIHREENFEE ISR T 2 EAoizdnfgiE, ~v
T — RIS AT KT 95 Technology DB E & FEMMIZIT o TV %, Technology Transfer Office 1%, &
3R T3 & OB RIFIRIRIED BT D 72 12 Beth Israel Hospital & OIFEMFIE A FREIETEY ., H

- 182 -



EKOEFIZTONWTHHML TWAEETFTHo72,)

YT OMRRIL. EHICREM oK/ FEAEEETHLITHY ., TDDIC, L O TF ¥ —th,
RFRESAE L ML TE TV D,

DT 7 7 R = A N=RNERA L b DL, RYNCHFTICE T, BEHITRTF CHEHDICRESINT
WA, EEEZED unmet need ICAF L TWAENE I R T = v 7 SNT, FFFHENZHEHE D »
NS5,

IEBEN TR L O LA THEEPRON DA, IR TIE, b A LR b ORE L THERM 100 HRE
DRFFIEZ LTV 5,

CMRARNR L YT 77 MU —ITiE, BRHERBELMTIRIBRVDIT T, YFoIvvarkl
T, ZOEIBRFERAELNDICHEENT D0, ZOFMTETL 2L D,

RIS, By Ty =it EFRCRHT, VAZO0RWRERRICEHE VKL L RVWo T, Z
DEIRFERAEE Y 77 7 —<vPNHIKREZRETLH LRI, EO XD BMss Ltk
WITZRW T RALM 2T 5265,

T 77 N —RetENLD BiF S EEI0E, BFEOBA, EVXAEOBANL, oL otirh
FFT, FOXICHEELTE oL W0, 7 RS R8T 5, ZOIHIZIE Genzyme fHAFFSEH O
Loz, BZEVRATEL ORBRE LTZATZLRZH DD T, ZONIZHLOFEITAETH .

« DEENH BN D L /NEV management team Z{Eo T, BAEDIIRVFr—F ¥y XY X DL
OMENBRBEND, FOLEDT FAAL ZHIT 9,

cREVWRUF =X XU R NI, 2001 FELE, TATHA U ARY AXF—R0FO0, #E
EATHDEHFEOMEMNAZH DM, Angel DO L O, HEVEHEHTITRWVWRFr—F X U X |
OFIZIX, A TORBIICT A 7V A = AHEEEIT> TV 5,

B3 T > CTUvh ., SBIR (Small Business Innovation Research) & IEFICKEXLEARFED —DOD
75 ik

BTy —<HDWILWall Street D X 9 72 Public Market I%, FEF T conservative 1272 > CT& T
BY, FDA WCAREINIZERLUIMCHE W HIRE R 0L R BHAKAH D, EFICKET D &
IROBBEDRNTH LN, By T 77—~ AX— T v 7R EVRICHE T2 T2, A
= T v IR NNy 77 7 =27 ) DT T OEIEEEZ TV D,

By T Ty =R AY— T v I EHICETOMAD T 7 U RERIT TN EZALH D,
1998 £ Z AWM LW T, 2 EADF Y EXARDHY , F¥EX U R MNIBREOHSEHELTE
D, EFITIERRBEEPTON TR, 2001 ELI%, 0k HiR~—4 v MIFEATLES T,

TN T ANAER LT LESTZL I BRI T, 4%, Tr LU VEERL T RERD D,

c AT, FARRICOEEAZRFS TR BRESHE LCL, A URERFTISM X T, 6I (H{baRRE) |
IBD, 7 m— R, IEISICHIRZ R > T\ 5, BERFIE. BIEOIREIEN KB Y X7 202 Tn5d
DT, AERIBFERTH D, £0I1FH, RIR, EEEF, Hip replacement (EEH ) /2L

FDA 225 DIRFEARBE R - THhH, EVRRAE LTRDESEDDICiE, BEREEEDZDIC, 2— &
BEWD I ENRHMINIVETH D, EREEENRTIE., TOBRFIIIEFICRONT-E&FFH OREE
Tl WRIZEFRIBFIETH, 2hTHE—BELRY, 2— RESORWIEREL, HoH i
DRECOLRTLE Y EMIZH D,
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(8) Dendreon
SRIE 201242 H 15 H (14:00—16:00)
W . Dendreon (Seattle, USA)

PR AR
Dendron fHi%. BISLARS ACH LT, U U8Bk A WA MERELZ I L2, 2010 412 FDA D
FRAREHE TS, BARREREEZ TV 7352 LI3EFICAEKEEEDbN, SROEME o7z,

Provenge B F&#&#&
1977 4 : P1 X OY P2 RBR % e
1999 4 : %5 1 18] P3 KR BR (Endpoint, TTP/Time To Progression)
2000 4 : 25 2 [|] P3 & ARFBR (Endpoint, TTP)
2003 & : & 3 [0 P3 FHIKER (Endpoint. 0S/Overall Survival)
2010 4E : FDA (2 & % B 5E &R

P2 BRERTIZ, BHETO PSA LA DOZEAL, BIRNR T 4 v PR EDEIZEN TS 220, 2 &, AR
%02 RTERKRRTH -T2,

F1lEP3IRBRTIE., BEEBRY 2o OMHNARENH o7, FH 2R PIRET, AFER
TP TR A R L7, FDA Lk L7 =2 A, TTP @ Endpoint TIZAGRIZI AT LD Z & T, 5 3 [H
P3 B T AT M %2 Endpoint & L CHERR., AERUENREZ L, 2010 FORFTARE 2o
7=

Provenge BHE B DE4S

FIND FGEIEL T T 21CFR312 {2 % & -3V T CBER IZ#2H LTI ¥ | Orphan 72 & DR IND (X460 L T
72\, Provenge (X HF MR TH D25 21CFR1271 O R — D@ HEMEDKE e SITIFAE L THRW S,
1271 ICHER L TWD, L L, Jo3k, Provenge I%, PHS Act351 b & THAIINTZHDTH D

ENC EXRIRBRZ BT 2 A1, POC GE 729 (2, PHS351 12 &-3< POC &2k M TEMBMLIZNE D
WERILEN, 21X/ —ThoT-,

[FKGERTC—F W o 72 Z L%, MIREFRO K 5 2B BRRIEE KR T 2L WA, KBICKLELT LT —
ADENEDL-TZLTHD, WAL, FDA E#HiE LT, P3 CTTP CHREHMAREZEH CEIER
TEDLHEHMRATH o7z, LonLgnn b, 1271 R TE CTRREENKREIC R o7 L 5 T, AFEHM O
LR ZFES LT i wid 2 e o7z,

Provenge 3%

W BEOBRV UANKREAWLIRGE T, BFEY NEKIE BIZRAAPUR TH D PAP (Prostatic
Acid Phosphatase) & GMCSF(GM Colony Stimulating Factor) #fi&a S 7-EH LA v F a2 X— |k
FTHZEIICEDTTA I T ENTH UHIRICK U TIEMEAL & 7= H a1k e R A

WIGAE © AR BEME R OVBUE B 1 D 7R VE L BRPUIE AT SZ IR 3 A
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L&

Day 1 HBHE D25 leukapheresis 1TV 3Bk A £ 4E

Day 2-3 ¥ U /SEk% PAP—GMCSF A A L 2 A A ¥ 2X— M LT, A% CD54 Mifiw

WCHEE S D L &I Z OMBaRE A IEPE{L S, Provenge Z1ERKT %,

Day 3-4 Provenge ZJRFEti Y4 [E O TIZ%fF L. Provenge # BEF I 5T 5,
ZOREE Week 0, 2, 4D 3[ETTH,
L EOEE X, 50Million {80¢> CD54 Ffu% 250ml O U > ZFAKIZIRE S B b O & BHICAHHFEL T
T,
TEFRER @ ex—vivo THRH Y L /3EkE PAP=GMCSF L #ifih St 2 Z LI L 0 B3 CD54 AL PAP @
Antigen Presenting Cell (APC) & LTHIE, ZHhBNBEERNICEE SN D L APC BH U HUFICH LT
MR T-MEEZERSE, ZABRBAMBICT 4% E L TESBAMBEZERS TS

2HAM LI 3EEENPLEROIT, MIEINEE Y VR EFISLIRBATR TT 74 I 7 %AT 5 Bk,
2EALEIT, €07 =2 MIREHHFLTND7DTH D,

Provenge [ BR i &

P3 Pivotal Study(IMPACT) % 3 £, (A) Provenge #5-#£, (B) Provenge Z Wi S CHIlAZFEIR L 7= &

DuEE LI, (C) placebo & G5-#. TITo72, 50% DBENAMF L TR, (A) BT 25818,
(B) +(C)MET 21. 7T T 4.1 » B OELmER, FEEMARMED 23% DWANBLE Iz, 2 b DORRIT,

WTFN L HHMICHEZERN S o T2,

RS RR
U —J A7 —3 3 v : Leukapheresis Z £ 28T C, BEMEN G, U o8Bk, ARMER, /MR ZE 5
BEL., Vo mERETEZL, MUTEEICRT, W& ITRR5ICHRE, JiE
LAt & B le SIUT, GMP #EfiL, FDA 12X B GMP EENH 5D, 2K T 1000 M HEHTHH
B, TNTEREIN=T DT+ T, ZHEHRLT FEITRVWEDFE
T % — :Atlanta & Los Angeles @ 2 2o, BFEFD U /38K & PAP-GMCSF & H & 548 L T Provenge %
ik, b &b & New Jersey ZE O T 3DFTH o728, multiple shift (D EFHWSZ &IZED
EBROT = AT = avipb KM TE L Z—I1C) VSEREEMNT D ENAREIC AR - T,
New Jersey & # —|3fhtbIZFEHI L7z & DF,

[Dendreon tH DGR % 1%, FDA @ cGMP FANZBRICHEIL L, £/, FEROF 2 HE L v 2 RERF o
—RRP I AT D HETIRIE L TR, ZRLUST IS0 H DV L OB ER EOLEMET L
2, FEIMO Regulation IZDOWTIIMEITE R > TS 228, TNOHOMANT HEM L CTEh L T
%o

A=t 7b-¢:5
Leukapheresis 7> 5 823 ~® Provenge %5 % T® CO0I (Chain of Identity) failure Z#x/NIT D79
DX F a2t > T, EFEELPEET RV E HICLTWS, Leukapheresis (CB L Tk, YEM%Z &L —=
VITTH TS AR L TH Y, certified and qualified physician D& Z DIEE A4 Y LT
HEDHE,
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A ETEBEFLOBEIT LRV, SR PLIRREZHERL TV 5,

Provenge # ¥ 5 CTx A [EHNIX. Urologist & A WX Clinical Oncologist D7 AL A% H o> TWVWABE
FiDOHNBEETE D,

HREE

Dendreon #hi%, 23 ASEFRIEIZ LBk AZ FFo TR LT, o U L /SERLIS o Ml 2 - 2 e e vk
WZBIF 5 RDIGENIVWED L Z A2 72\, T ERIETIE, RN ATO Her2 HUREZRHR L L T,
Provenge & FHL D0 EEIED RED 21T > TV D,

RFyvv—

=R, BEMBORNT v — 2 2 DIFHEFICE Ly, Dendreon Tld Provenge DR T ¥ —%
WRDDT A DORELIZHKE LTz, CD54 ML DBEIE, upregulation DBPFER ENEDNETH D,
ATy — BRI ROMBAEDOT —Z b TILE>ThH S, )

PRERAEE

[Provenge % i\ % 1AM IEDOE AL, $93K T, Provenge flfh, Tk, REBTHNEEND, BEE
M. PRER TR S TIZ Medicare Code No. ZEifF L TV 2%, EIEOFEEIIHEHME CRIBICHIITE 22
VY, Provenge H R EE FIXBTR A,

(Provenge {ZBJ L Cl. 2011.60. 30 {Z Provenge =D % D23, 2011. 11. 21 | infusion =t A k2% Medicare
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