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7)

E UK Stem Cell Bank |2 X V5 ST | BEFMIa N2 7 OB ET
DML 7 BT R L, afifla 7 oy FU— a2 BiR L
TW %, ISCBI TiE, Mlfa, N 7 120 TR O R PRI ORISR 12 B4 % [
BRAEHE(L 2R — R LT D,
BEOBNMIIA—Z S Z VT AFF, HEH, F=a, Trv—2r, 7
4T R, FAY, AR, AR A ATT)L @EH, U HR—L, X
Ny, Ay =—T . KEOHWBI T, BARNGITEML AT ANA AU
— Aty — (MRMEBRE =R PHA=R K) BBl T0n5D,

HP http://www.stem-cell-forum.net/initiatives/international-stem-cell-banking-initiative/

HHSHTRTE [NIBSC] R\ A 4ot 1% The National Institute for Biological Standards and

Control (ESZAW)FRYIEERHIBERE ; NIBSC) 23%HGSL T 5,
Blanche Ln, South Mimms, Potters Bar EN6 3QG United Kingdom

BEEE % -
AP
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EHEZIN

AL N— ,

= 55 - :
(. B INEE - 17 2 5

ZINE%)

ZES st s i A

B A F4m (EEZER)

HEAEIRIZ LUF ONE Zdfeim L T D,

B35 - FHRERE O FHEECE AR O U] 2 i N 7 2 AT A

e P - REIWIZHINED & 2 Ml O 4G 2 feff 3 5 72 O OIRAF M ORIFIT A D e
Ak
G AR, PUEME G VIR 2 rTREIC T D T Ok R R
855 e OV i 0D JHE A UL
© U A IV AR 2 B Lo R R RAR 0D A BR A
- BRI N 7 DR ) A
MR EESEE BEFO ISCF 7 Y= 7 kL)
- BHERIE 7 — X R AR ZOMDT — ZEH L AT L

fl bR & o )

i

@ISCT

BRSO FEFA Zof (F=%)

¥4 ISCT (International Society for Cellular Therapy/[E BEAl i G # F2)

&E HRRTE R B 00 FERG IR B OGER BRI IC DWW Calgam L CWO DR TH 5, B,
i, PEESICEAEZ Y CTlofx R E L EICI e ZBE S 2k L T
I/\ 60

HP http://www.celltherapysociety.org/

FHSHTRTAE [ISCT Head Office]

Suite 301 - 750 West Pender Street Vancouver, BC V6C 2T7 Canada

BEZAS -

The ISCT Global Regulatory Perspectives (GRP)

B4

FESM TATITOMEENAROSEEZIHVWEE ER>TWD, £72, GE

A L N— Helthcare X° Pfizer, Athersys ZxD43 10 (L3 AR U —L LTHML, D
([E, ZEERE, | b 33 R BE LTBML TWD, HEEO A 2 8—128f LTI B %2 E Y

ZNE%) FlnT, BlbE2fELT0D

EJ=ES

L e

BRI The ISCT Global Regulatory Perspectives [ZHFERMB L RIZ LTI —27 v a v

B9 % ZBfE L T v, B RCRMMEE. 7T I T o805 HE R R O

e N2 Hifill B oaam 217> T\ D,

filBERE & 2016 412 FH % 4 2 58{k9- 5 7= . ARM (Alliance for Regenerative

L Medicine) K% (N EATRIS (European Infrastructure For Translational Medicine)

EREBEARE L TN D,

@HESI

FEB D FESH Z oA (F2%)

BERS4 HESI (ILSI Health and Environmental Sciences Institute)
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Pkl

K[E NPO Th % EESAEMBLFEIF e (International Life Sciences Institute;
ILSI) @7 m— )Lk E LT 1989 FEIZRR E S Tz,

HESI CIIZEBEESX—ATONERBOIES, V—7 v a v 7Ra#EOM
T REELZFERLCEBY, BONTRREREARTDHZETHEICHERT S Z
LEHBELTVWD,

BEOT BT I TRRMEZE, BUFBER% Y HESI O X > /3— /3— K —
L LTEBCEMLTWD, HESI DRy b U — 7 1% 7 a0 — LR RN 0 2§
H, FHEKTOF— =Y VRO bax 7 2L LTOMEELZA L T
Do

HP

http://hesiglobal.org/

TS TATE

[TLSI Health and Environmental Sciences Institute]
1156 15th Street, NW Second Floor Washington, DC 20005, USA

ESPEE =R

+ CT-TRACS (Cell Therapy - Tracking, Circulation, & Safety) Subcommittee

R4 T ZEFE : GE Healthcare William Shingleton [k, ¥> 7 X - L v - F
> Prof. Gregory Mullen, FDA Mercedes Serabian X
ZINE : Bk (FDA, MHRA) | K%, RF{EZ (Athersys 55)
(AARPSIE, REMB¥EE LT A7 7 28K BN T, KAREK
BHERZIML TV D, )
+ Cardiac Safety Technical Committee
Z:B K : FDA Norman Stockbridge i, GlaxoSmithKline Brian Berridge X
SN - MRS (FDA., MHRA, PMDA) °K%, KM% (Amgen %5)
(AAENGIE, BfAeFEE L CRBEEL TEISML T0D, )
FESM HESI (213, FDA X° PMDA 5 O il B2 % | GE Healthcare =° Dow Corning
A N— FEORMARE, RKRRFRLan 7 REFEORFENR/A— =L LTS
([E, SRS, | LT\ 5, 2015~2016 fEOS MR L CT-TRACS Subcommittee T 27 #[4 .
ZNE%) Cardiac Safety Technical Committee C 79 #B & 72 > T %,
Z52 ]
PH A
R + CT-TRACS Subcommittee
45 AR DR BT T HEBEL O D720, HEDAT — 7 Ry —
e A LWL, ZRetEEMId OERISIEREC, NA AT 4 A M Ba—va s
IZOWTOREZIT> T 5,
* Cardiac Safety Technical Committee, Cardiac Stem Cell Working Group
LA OSEIC LV ZeRERERL 2 fiBI RIS 2 L e AfEE L
TR, A5 F v XN RORMIREED T — % ZAFR T 2% 7 7 v—7
Cardiac Stem Cell Working Group B F/EL T\ 5, T 7 7 —T ORFHNED
1 D& LTt b iPS M ke O il e 2 IV 72 12 380 0 Dy REA VA O At
2T T %,
flli&RE & D 2013 4RI, SRR B E e OV VERIAM I B9 D s b 2 H A9 & LT FDA
T EDRFIZHTHNL TN D,

WHO &3 EEWE ) A7 T A A ML PL—=2 7« 3 =207
— 2 _X—2AZLFEIBHIE, MR 5 HT, ERERKNE‘HAL TN D,
ICH S7TA/B A R 74 » OYGE KON E14 OPELLZ HIE L TIRE S 4172 CiPA
(The comprehensive In Vitro proarrhythmia assay) (21, FDA Offi, EMA X°
Health Canada, PMDA, NIHS. CSRC (Cardiac Safety Research Consortium) 73
SN L T35, HESI 2513 Cardiac Safety Technical Committee, Cardiac Stem
Cell Working Group ZMFFEIEENZ ST 5 & & B2, FHERE LT CiPA &K
DOFEMGEE OV AR — F &AL L T b,
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21.2 XE

KIE T, AR L LT FDA & NIH @ 2 B, R EMEI & LT ASTMi & NIST
D2 Z RIS L LTV D, 70, F DOMBTERER] & L T.NAS.NCMC, Regenerative Medicine
Foundation, ARM O 4 ¥B8 4 x5 & LT\ 5,

(1) FREEAEICEET 2 NIRRT . R R EHE

@®FDA
HEBA D FEEE INHIRE B
F& R4 FDA (Food and Drug Administration/> [E £ /5 [ 28 5 7))
Bl DREEDREZFE LT 5,
b b - BHERS, AWy, ERESROZE, Ao, BEX=U T
# N OCKE O REHILRG . AbBES . BRSO A2 RET S L &b
(2, Z o a i o RGE RS, it 2 Bl LTV %, A E RIS HCT/Ps (Human
Cells, Tissues, and Cellular and Tissue-Based Products) & L CTHbiL T\ 5,
1906 FITFR NS U7,
HP http://www.fda.gov/
R FTHTE 10903 New Hampshire Avenue Silver Spring, MD 20993
BEZE R 2 - Center for Biologics Evaluation and Research (CBER)
B4 R - Office of Compliance and Biologics Quality (HFM-650)
- Division of Inspections & Surveillance (DIS)
- Center for Devices and Radiological Health (CDRH)
FESM [ Center for Biologics Evaluation and Research (CBER) ]
A N— DIRECTOR: Peter W. Marks, MD, PhD
(. 2h8%E8. | [Office of Compliance and Biologics Quality (HFM-650) ]
SINEEE) DIRECTOR: Mary Anne Malarkey
[ Division of Inspections & Surveillance (DIS) ]
DIRECTOR: Carrie Mampilly
[ Center for Devices and Radiological Health (CDRH) ]
Center Director: Jeffrey Shuren, M.D., J.D.
ZH= i
ikl
BRI [ Center for Biologics Evaluation and Research (CBER) ]
B2 Mk, V7 F, TLAT s, Mk Mk, BaHEREzaeEen i (B
e A ) B2 HH LTV D,

[ Office of Compliance and Biologics Quality (HFM-650) ]
MHRATL B — - i, kgL B a— - B - & - 70 MU —F - 55T
&0, FA4 79 A7 v akE@ LT, CBER ([Z&VBHlEh TG0
i B 2 RAE L TV D,

[ Division of Inspections & Surveillance (DIS) ]
AL, EULCR L Tl 7 o A LEHE L S8R - fEoRa Rt L T D, F
7. Office of Regulatory Affairs (ORA) & H#E L CBER O&AGREIAE T 1/
T LEIELTCND, CBER O3 T I3 T AT 07T A it - B,
NAFWFE=F V770 s T DEORE - EEFICHELG LTS,

[ Center for Devices and Radiological Health (CDRH) ]
NRAEE DR - REICEAE LT\ D, B R ORMIEE I L, 248 F%) -
e R AR . AR TR AR R S~ D B IR DN ORI 7R T 7 ' R %
fRAEL TV 5,
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fgRe &

HHE

ONIH

HEBI O FEEA IR

FEEI4 NIH (National Institutes of Health)

eEl DA DI E R OPEIRFEOBSFREBICET D 27 OWISERTE B Z—»
DAL S N DWTFRFTHECTH D,
P OFRERATSE, AFZEBRFEIC K v | e, RESHEEORE X -
TWa,
1887 AT RN S HLTZ,

HP https://www.nih.gov/

HESFTHTE 9000 Rockville Pike, Bethesda Maryland 20892

BEZE S - Advisory Committee to the Director

B 44 R Working Group for Human Embryonic Stem Cell Eligibility Review

FEZIN

ety Chair: Jeffrey R. Botkin, M.D., M.P.H

(H. 2% . ' ' S

ZINE%E)

ZE= )

B R A

BRI (b NEIAFZEICBIT A NIH A K742 ) DL a—2EfLT,

B4 NIH BIpRAFZEIZ T D'V T A DORISL, BINLEA LT A > OFAICEE

fe i P A DT A ANy arybitoTnb,

fl bR & o )

HHE

@ASTMi

B O FESE Bk R

F& R4 ASTMi (American Society for Testing and Materials International/>& [E #E& A4 £HF
=)

&E FER B FEHM 2 RE - 1T 2 R KB ORI TH 5,
175 2,000 fELL LD ASTM BUS2SSRE STl v . R, Zafidk, m
B v - BE, WEFEBEEZR LS00, P TEHINT
WD,
140 #[H « 30,000 ALLEOEAE, R AEMFITL Y | FEAERAR T IE,
gk, 8. HA R, AEEFEICET 2HEN R EI N TN D,
TIAF v EE. BB BHE. A, Rk, v — BREL. HEM,
EET—ER R, IV Ea—F AT A B RAeEmEN (F2 72
JaY— BEER., TEA AT 7 7 no—5%) %130 BT 5.
140 DL EOHAEAER EZ B X PR E SN TN D,
R E DB (WTO) OfESHIHEILL T v | R OBENEEE S 217
IBRDEHREL 72> TN D,
ASTM (American Society for Testing and Materials) & LT, 1898 4F{TF% . &
7=, 2001 ££1Z ASTM International CKEFRERAEHHZ) ITUFR L 7=,

HP https://www.astm.org/
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TS TATE

[ ASTM Headquarters]

100 Barr Harbor Drive P.O. Box C700 West Conshohocken, PA 19428-2959, USA
[Zofd7 ¢ 2]

Washington Office (Washington, DC)

Latin America Office (Peru)

Canada Office (Ottawa)

Brussels Office (Belgium)

China Office (Beijing)

BEEE R -

[ Technical Committee]

e N F04 Medical and Surgical Materials and Devices
[ Technical Subcommittee]
F04.41 Classification and Terminology for TEMPs
F04.43 Cells and Tissue Engineered Constructs for TEMPs
F04.44 Assessment for TEMPs
F04.45 Adventitious Agents Safety
F04.46 Cell Signaling
F04.93 US TAG ISO/TC 150 - Implants for Surgery
FEZIN ZINEHL : 860 £
AL N— ZINE < 30
([, ZIEEE. | A 3 —
SINEE) [ Technical Committee ]
F04
Chairman: William M. Mihalko, MD
Secretary: Stephen H. Spiegelberg
=82 FO4 : 2 [Al/4F (5 7 - 11 A)
PH S B ]
BRI [ Technical Committee ]
B9 % - F04
e P ] - SAEHIA B O 72 60 O JHFE R R OV K O HGE, B 7k, HELS S,

AR, ARk, FERAEICET 2ERZREL TV D,

[ Technical Subcommittee]

*+ F04.41 Classification and Terminology for TEMPs

PR AR R D BB ST BRI D 3 B, BUKITHE ] S 5 HIRE O FERER) 70 0E 28
EREL TN D,

+ F04.43 Cells and Tissue Engineered Constructs for TEMPs

B /R SRR p ORI, & R/ RINAE S O T3 AR 5y 7 TR S 7o 42
TOFEDBAR AL ML D R P e OV E 7o 13 B FTEME D & 2 il R ALk Ry
ZE e HARERMSIEN SN MO0 OB EZREL TW\WD, Fiz,
HETEHYD « AR RRME, AR, MM T 2RI OV THREL T
Do

+ F04.44 Assessment for TEMPs

AR I S 2 A ENC BE 3 2 JEER R BBR IS B8 1) 2 1k & SR E
LTW5,

* F04.45 Adventitious Agents Safety
FAEERRMICHEISNREME Y 27 281k, F/MET 12D DRKRK
OV E T2 AR BT D8 2 RE L TV 5,

*+ F04.46 Cell Signaling

FAT, M K O & A TR RS . 18 ERRR AR AL N A o —
NA G~ =0 —/RBV, Mt Ml 7 U RERE - 7 ek 2T
LHHMEEREL TND,

* F04.93 US TAG ISO/TC 150 - Implants for Surgery

Brlo 2 a—737u,
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flBERS & > TREO K 9 etk & EHEE L TV D (B

HHE + American Academy of Orthopaedic Surgeons CK[E#E/ELF2 ; AAOS)
« Orthopaedic Surgical Manufacturers Association (FEFE 4Rl LG 4 2
OSMA)
- American Association of Blood Banks CK[E I #Z#R1T % ; AABB)
« Association for the Advancement of Medical Instrumentation ([ 25 H.BH 7
25 AAMI)
- American Metallurgical Society CKI[EEZ B2 ; AMS)

ONIST

FEBE O FE A ik SR ERE

FEBE4, National Institute of Standards and Technology (NIST)

e KEFEEE BT D K E RS OMBYLFS B ORFSEFTTH 5,
BEFHAN 2B 361T 2 51 S AREICBI T 298 21T > T D,
1901 4FIZFE N S T,

HP https://www.nist.gov/

HHPTETE M [ Main Office]

(DGaithersburg, Md.

100 Bureau Dr., Stop 1070 Gaithersburg, MD 20899-1070
@Boulder, Colo.

325 Broadway MC 107.02 Boulder, CO 80305-3337

BEZAS -

RN

FESM
R LIN—

(E., ZhHEs .
BINE%E)

S

PR AR

ZHE(L I
B9 5
M A

flFERE &
T

SJILA - = e T R L SEEEE LT 2 W EH ST

- Institute for Bioscience and Biotechnology Research (IBBR) (formerly CARB) :
AV —=F v FRFEAAL AT 7 ) a P —WF5eET & PR U7z e S A 47
7 ) waY—ZBET 20 5ERT

- Joint Quantum Institute (JQI) : A U —F > FRZF & ILFEEE LTV 5 i
BB RESEIZ B 2 T T e ESE AT

- Hollings Marine Laboratory : /R FEIFERF AT 2 E v & —

17




(2) 7 Db A E 4R

ONAS

BERY DA Zof (FR%)

FEBA 4 NAS (National Academy of Sciences/ K [EF~T #TF I —)

eE BHABINBORICE L EFRICK L TEBIRBIE 2R 2 M TH 5,
MUY 72T ZEIT &V BRE CREREIN 2R BCR &2 281 TODIFZEE N A N — L 7
STWD, FHLA L /S—Z NAS A =00 ORI L 5 ®E TR SN
60
2250 DA U AN=PFTR L TV D, FFIZ, SMEA A 78— (349 440 44128 D
zféo
1863 fFITFR L S AT,

HP http://www.nasonline.org/

HHETATE [National Academy of Sciences Building]

2101 Constitution Ave NW, Washington, DC
[Keck Center]
500 Fifth Street, NW, Washington, DC
[ Marian Koshland Science Museum]
525 E. Street NW, Washington, DC
[ Arnold and Mabel Beckman Center]
100 Academy, Irvine, CA
[J. Erik Jonsson Woods Hole Center]
314 Quissett Avenue, Woods Hole, MA

BEZES -

Human Embryonic Stem Cell Research Advisory Committee

B4R

FEES TRLHERE N & O SR & 52 TR L S T,

A N— + The Ellison Medical Foundation

(E., %R, | + The Greenwall Foundation

SN %) + The Howard Hughes Medical Institute

ZE~ _

ki

FEHEAKIC

Sl e NIH OBkt G4k & 72 % & b BS MARAFZEIZ DWW Cilkam L T 5,

AT

fﬂﬂ%é&@ NIH & OEEERK HI TN D,

HEE

ONCMC

FEBE O FE A Z O (FEF)

WS4 National Cell Manufacturing Consortium  (NCMC)

=& KT a2 MO B RE MO fE %2 5283 5 72 O O FEAiTBH %S - Bk
AME - ETICEREYN TR REOa Y=V T A TH D,
National Institute of Standards and Technology (NIST) iz
—37 5 (AMTech) 76 OBIRRIZ L VRN ST,

HP http://cellmanufacturingusa.org/

FH T -

BEERS - |

EE A TR
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EEBN (2B
R N— ERI43 : 25 4L | (Lonza. GE. Thermo Fisher %) . 77 3 7 : 15 H44
(E, Zh&Ea, | [RFEA =]
SHNFE ) Krishnendu Roy
Robert A. Milton Endowed Chair
Wallace H. Coulter Department of Biomedical Engineering
Georgia Institute of Technology
e ]
PH SR B
AL A SLE 2 B9 D AR ME(LTIRENIC IR LA TV D,
B9 % [ Achieving Large-Scale, Cost-Effective, Reproducible Manufacturing of
N High-Quality Cells: A Technology Roadmap to 2025 (/& /it/& 7 i i o0 KB T =
A NHEO R, D OFBEORWEEE D FEBL : 2025 (FE TOHIir— K+
v 7) | 2201642 AIZAKR LT,
fliF&RE & D National Institute of Standards and Technology (NIST) DZJeiefliEHfii=a > > —
L > 7 2 (AMTech) 7>6 DB LV BSLEN TV D,

@ Regenerative Medicine Foundation

HEEA D FRSH Z O (FR%)
R4 Regenerative Medicine Foundation
e BEFAFSE0B AR R R A HEE T D 72 D DA SRS A D FE R ICHER L TV
LAREOIHEFHELTH S,
World Stem Cell Summit, RegMed Capital Conference & D [EIfS2>i% & B L T
Wh, Flo, BHFREHREOX v U TRBE IR T v 7T AR FAEERE~D
HAEEDTZ O DHE - ERIGEFEEICIY ATV D,
HP http://regmedfoundation.org/
RS T 9314 Forest Hill Blvd. Suite # 2 Wellington, Florida 33411 United States
BEERZ - - World Stem Cell Summit
HRE4 B * RegMed Capital Conference (World Stem Cell Summit @ 1 7 —<)
FEZN
b e | PR BOKR. BOE. WA, R, A, AR,
BN %)
S A 11 (2003 42~)
B AE (RegMed Capital Conference (X, 2012 4-~)
BRI HMARIT TREOEY Th D,
B9 % - Al
e N2 - TR
- AR EER
7V = 7T D HAER
- BT 2 PR AR E R
* RegMed Capital Conference
-, B, B, s
< b by 7 R OVE % o)
Eﬁgﬁ Lo Bipartisan Policy Center (#Bi@IREBUK > & —) &
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@ ARM

BB DFEE Z o (FR5%)

FEEI4 ARM (Alliance for Regenerative Medicine)

P& LETHNREAEERBAM O 22T 572012, ik, B, PREER .
& By - 2 OO BREA 2 HERE L T 5,
RFFAEEREIE - REZ, K- R, BEGERIR, BAE
PRIFFEICHE D 2 BRI AR OSSN O 225 AU LD A 8
—NBIML TV 5%, 2009 FFIZR S T,

HP https://alliancerm.org/

B ATETE H 525 Second Street NE, Washington, D.C. 20002

2 AN
igfix i Regulatory Committee
f%i%jf CO-CHAIRS:
(. Bk J acquelipe 'B.arry, Head of R@gulator.y Affairs, Cell and Qene Therapy Cat'apult
S | Anne-Virginie Eggimann, Vice President, Regulatory Science, bluebird bio

ZINE )

e ]

PrEAEE

AL LA CH R BRI ORGR Z2&KR 22T 5. B> TR AT 22 8

B9 % HISRE & T D 72D D 1T > TV D,

e i P ZHETIT, FEERE B & OB R O &GRSR /IR 22 M A 7 >
A DHERONY T = a VCBEET ZIEEMICIR Y AR & 5,

e | DAL NI SO - I L LRI GEIIC R LA T 5,
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2.1.3 BXM

BRINTid, ZAR9BERS & LT EMA & EDQM @ 2 #%P8, Bk SRERERS & LT CEN Z X% &
LTW5, 7=, ZDOMESHEREES - L T, EURL ECVAM & Alliance for Advanced Therapies
D2HERZEXRE LTV D,

(1) FREEAEICEET 2 NIRRT . R R EHE

O®EMA

HEEA DFRSH AR RS

B4 EMA (European Medicines Agency/PRJH [ 3K 4t JT)

e EMA I%. EU CAFAREREEMLEZGZIC, ZREAIME. BEERIET
DEABE T D, 1995 FRITERAL S AU TLARE, BB HE23 B8 L7 B3R D
FEHALEMLTND,
EMA (ZHR7EAGRAZHY L TRV | FRREBRCRNE B4 2 4313 EU &£ E O
FEBI Y LT 5,
IRAfVE IR 3 % 5T ATMPs (Advanced Therapy Medicinal Products) @ 58
Wb EMA 23V Ei L T\ 5,

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

HESFTHTE H [EMA Headquarter]

30 Churchill Place, Canary Wharf London E14 SEU, United Kingdom

BEZES -

Committee for Advanced Therapies (CAT)

B4R

FEZN

R L N— FEERE . F4Y &HA—/ - x—V v EWfFEET Martina Schussler-Lenz X

(E, ZI8EEd. | N3 : EU & E o K5, MR, BLsIE L v REFEL SN T 5D,

ZINEE)

ZE=

PRI A

R CAT TIZ.EMA ORIEERTHHRMEERELST & HEREGZEZ (CHMP)

B9 % 2 ATMPs DGR AZ T HBEO A LT Y . ATMPs DR IERLZ S %

atam A FATDOBRCLE L RH A - KL TV D,
20144121 KA Y 0@y N —2 232V —2 v a v 7EBLT
I/ A é o

fLB&Ra &

HHE

@®EDOM

FEB DFE A INHIRERS

BERS4 EDQM (European Directorate for the Quality of Medicines/BX/JH [ 38 5 5B HE 5%
=)

Pkl EDQM I3, BRINIZIS 1T 2 PR3 G D S E IEHAERR T & € DL /o otz H
& LT 1996 4FICRRAL S AL/ T v | RS O RGE K OV EE PRI R
LEMELZRE L, ThTLEEZHS TN,
EU O#£JR) (European Pharmacopoeia) Z & HLL Tk v #aifl, JeasfHm.,
e T H B B O RIS B T 2 8HIkIC B W TH A RI7 A4 &R EL TV
Do

HP https://www.edqm.eu/
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TS TATE

[EDQM Headquarters]
7 allée Kastner, CS 30026, F-67081 Strasbourg, FRANCE

BEEE % -

The European Pharmacopoeia Commission

BB

FEZIN

A N—

(=, s, | BV HOEHE

ZINE%E)

ZE%

Dl Ik

BRI 2016 4F|2 % SN 7= 355 (European Pharmacopeia) 5 9 iU CIL, HMIfEIRHE

B35 K OB FIEREREGIHEN SN2 EMEROFEMEHIE T 580, b M

A YA MBI SRtk 2B STV b,

fl bR & o )

HHE

O®CEN

BB RS BURS SR E RS

RERE4 CEN (Comité Européen de Normalisation/Mk N #E(k 25 B 42)

&E EU 72 6387 S AL ERINEE L T 2
CEN THRESN-BEIL. EU £EIZBWTHEOEZHE & L THRMAT 2
ZEMBBMHT TN D,
ISO & i L Tk v . ISO/TC IZKfI L7=ZEB 2 CEN ICRE STV 55
Hbd D,

HP https://www.cencenelec.eu/

R FTHTE [ CEN-CENELEC Management Centre]

Avenue Marnix 17, 4th floor B - 1000 Brussels

BEZES -
HIEZA R

+ CEN/TC 102 -Sterilizers and associated equipment for processing of medical
devices (ISO/TC 198 IZ %)
* CEN/TC 204 -Sterilization of medical devices
(ISO/TC 198 {Z %))
+ CEN/TC 206 -Biological and clinical evaluation of medical devices (ISO/TC 194
(ZRTIE)
+ CEN/TC 285 -Non-active surgical implants (ISO/TC 150 (Z%}/)i&)
* CEN/TC 316 -Medical products utilizing cells, tissues and/or their derivatives
(ISO/TC 150, ISO/TC 194 (Z%f)in)
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EHEZIN

+ CEN/TC 102

AL N— F¥RE : KA DIN  Annett Miiller X
(E, Z0H%E8, | 3K : K4~ 3M Klaus Hahnen X
ZINEE) - CEN/TC 204
FHRE : %E BSI Amit Patel X
#% & : 9Z[E Johnson & Johnson Eamonn Hoxey X
+ CEN/TC 206
F¥RE : KA Y DIN Karl Wenzelewski X
R A7 % RIVM  Wim de Jong X
+ CEN/TC 285
F¥RE : KA DIN Klaus Zeier X
ik %2[E DePuy (#Hl&#%hJohnson & Johnson)  Ken Brummit (X
+ CEN/TC 316
HH¥FE : K4 DIN Petra Bischoff X
R . K TUVSUD Sabine Kloth X
LZES
B B
EHEfLIT ke B2 R _ g
52 BRIHST 5 ISOLOD TC & H%@%mﬁ)@bnﬂ\éo LasL, B4
S 2 PSRRI L Cid, ISO IZHFIG L7z CEN MMHIE E 720K E S Tun7any,
gﬁ%g@&a) ISO & EHE L T 5D,
e
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(2) 7 Db A E 4R

@EURL ECVAM

BB RS ZOft (%)

& RE 4 EURL ECVAM (European Union Reference Laboratory for alternatives to animal
testing/PCM| B4 BRI R IE Rl > & —)

& 2011 ARIZRRIN ZE B4 T OBFFEREBANICRRE S 4L, (L FEARIA, U
7 F v DRV KOG INERR O 7o O 08 EBR A B, R F 7212
Bd D HEORGEE EM L T\ 5,
AW RIS BB R HEE Y RBR OB ERY - B 2232 7 ATVIRE 2 B B9, BF
FERRBRH I . MR, BT — 4 X=XV —E ARV ATV D,

HP https://eurl-ecvam.jrc.ec.ecuropa.cu/

HESFTHTE H [EURL ECVAM]

Via E. Fermi 2749, 21027 Ispra (Varese) Italy

BEZES -

ECVAM Task Force on Good Cell Culture Practice

T R

EEZN 1999 4E & 2003 4EIZZ L4 Good Cell Culture Practice % #7795 Task force
A N— DI ST,

([E., ZI0EER, | 1999 FERFDFHRIL FA Y « = XX Y K50 Prof. Thomas Hartung 375 %
SINE %) TW5,

LZES

B B

EEAE LI Good Cell Culture Practice \ZBH 3" 2 &Eami Ik SN TH Y . A7 Mig o fEtE
B2 OB 15 %A 58 L C, In Vitro fFME D SERFEIC O W TORRLA 21T > T
eam A W5,

fEgRd &

HE

@ Alliance for Advanced Therapies

B BE D T

T oM (F=5E)

P4

AAT (Alliance for Advanced Therapies)

Pkl

20144E 10 HIZ ARM & A SN AAT DA U ASA— T ARMIZBE STV 5,

HP

T

ESPEE =R
AL

FEZIN
AL N—

(E. ZhnegE.
ZINE%E)

ZE=
PR ff 42

BRI
B9 %

ETlaka

flRe &

L
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214 &E

Se[ETIE, ARJHERI & LT MHRA, NHS, NIBSC, MRC, HFEA, HTA, HRA @ 7 tR4,
BURREREI & L TBSI 258 L LT\ 5, £72, ZOMBIEHE] & LT, SC4SM, Cell and
Gene Therapy CATAPULT. British Society for Gene and Stem Cell Therapy, UK Regenerative
Medicine Platform @ 4 #8454 & L T\ %,

(1) FREEAEICEEET 2 AR . RIS R EHE

@®MHRA

BB D FEEE UNHIRERE

R4 MHRA (Medicines and Healthcare products Regulatory Agency/[%= 3£ i « &S 5
Bl 7)

E 1968 FDIEFIEITIEDE | Jux IXEIELEHT (Medicines Control Agency,
MCA) BEFOWTE, ARFZEE L T,
ZO%, EFEROREARLEO TEET L L0 MCA 34 H%
MHRA (28 7= (2003 4F)
BECBR L CTiZ. TPractical] 72%fJS. T/ b 7 —ANA r— X THIE§ %
ZENZU,
BAFEE 11T Scientific Advice 2 A THRRUL L TW 5, BAFEE 1T, Ml EREMS
RN, RS, 7V IR SCEOE T, KFR% O regulatory advice (2
DWTHRT HZ LN TE D,
HEIE2 D OFEZITHIMETH L7720, Bfilnz H e ThoThH,
i BRI 2 R 9IS A A 2 335 2 L8 TE D,

HP https://www.gov.uk/government/organisations/medicines-and-healthcare-products-re
gulatory-agency

FH T [Office]

151 Buckingham Palace Road, London SW1W 9SZ

BEZAS -

+ Clinical Practice Research Datalink (CPRD)

EIE=ZAN - National Institute for Biological Standards and Control (NIBSC)
FESR WEX (Z V24 LEH) 9744 (2011 4FFE) .
A IN— ZIMA R —

(E, Z/08%E8. | (Chairman) Sir Michael Rawlins
SINE%E) {Chief Executive)) Ian Hudson

{Chief Operating Officer) Jon Fundrey

LZES i
B B
R EC Regulation on advanced therapy medicinal products 2007 (23T, #EHlfaE
B2 LEELA RO H 52 TD ATMPs (X, FRINOIRGE KGR TR X ORI G L 70 %
e A ZEMEDHNTND, FHOBHITEE L, FEFILMHRA LigmT 52 &

MTED,

Cell Therapy Catapult |{Z%f L CELF 3 DT RANA 2 &4T o7,

(1) F—1 v OHHIELZMT-F ATMPs Z HEWE L L CTHEHT 5720
D, BEENDS OB LE R BKICET 5T KA &

(2) B b iPS MIRERICEL, VU —RERRESCR M T 0 7T NEOWEE
BLORBEII T DT K31 A

(3) b b iPS M N Z R ONZ AU RS 2 RS O O 22 ReEREAL . FEER
RER, BRARRBRICBI T 57 XA A
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fgRe &
L

« ATMPs O f AR ABRBHAEIRIZ 1%, MHRA 72> 5 O iR ABR&FE & NHS @ RES
MODFRBENNE L5,

« HTA. HFEA., HRA, MHRA &RITA / RX—TaF 7 f AR LT,
BE, BAEERICETAHENCOWTOMWEbEIZETA, /  R—v a3 v F
T A AERBTOLERD D,

cTa Yy NOFWVERET Cell Therapy Catapult &8 L, /N> 7 OEE
i & I A 2 B A L 7=

* MHRA O =F ZA/8— K « 7 RAALH Y — -« 7)L—7F (EAG) TSz
ERHIARATFZEIC DUV Tl Gene Therapy Advisory Committee (GTAC) & i#iHE L
THEEEITO TS,

* HRA & B8 (ZHHE L, 2018 4R IZ =M T7E STV 5 EBU O B PR AR ER JH
(B LT, HEEEROUEEHED TV D,

ONHS

BB D FEE

INHIFERE

PREA

NHS (National Health Service/[E EAf:fdY— b %)

&

National Health Service Act of 1946 233 | 1948 AR ITFX L ST,

R4S (Department of Health, DH) 23EHEL T\ 5,

PREEER Y — B X ORMEIXEOFLETH Y . MO 8 FIFTEIBiE (B

B Ickvifibhs Z &, JRAIE L CaERICERS TRt Z L 2ED

TWDHZ LRI TH D,

2011 4F 12 AITiE, TEsMRE S L CHFEfmEi R B4 (RES) ARES L,

@ RES (X, Health Research Authority (HRA) O =7 L2 5 REA4 A L T\ 5,

SR e SR S O kS E% E/L— /L & L C Pharmaceutical Price Regulation Scheme
(PPRS) 2385, ZauL, EA NHS (T3 2 I E ORI LA BHIT 5

Z &, RS S RIS O PN T B B AR SEMER E SRR L R 0 |

Z Offifg 2 NHS Afiiks & U CTEE SN A ATH D,

HP

https://www.england.nhs.uk/

TS THTE

[‘EHERSEICTH DR DA 7 1 A]
Richmond House 79 Whitehall London SW1A 2NS

ESPEE =R

» Research Ethics Service (RES)

4 PR - National Institute for Health and Clinical Excellence (NICE)
o B C o B (RIEE OB A 23—
(B | ratoser bame Sally Davis
SINE %)
= )
B fee A
AR
B9 % -
i A
flntgRe & o + ATMPs DGR FRERBAIARFIZ X, MHRA 7> 5 OB &S & NHS @ RES
HHE MODOFRENLELRD,

*NHS A > 77 > R LdfE L, NICE OMFHEE ZEH TV 5,
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ONIBSC

HEBI O FEEA IR

FERI4 NIBSC (The National Institute for Biological Standards and Control/[E 3744/
SEUER B

B MHRA OEEETIZH D,
W FHIREREE Ot RS ORER K OHIEE1T S Z &2k v Rho
EWFRIESES O GE & RAET DR E 2 H o TV D,
UK Stem Cell Bank Oi#EE FIKTH 5,
BRI AR O b A BB IR D BRSSOl IR 170 1 OIS AR SR 1Al 7= KR & £ < 1T -
TWa,
ERARAE 2 B T e IR RIE O B E A ST A 2 E R HIEL T D,

HP http://www.nibsc.org/

TS THTE [Office]

Blanche Lane, South Mimms Potters Bar, Hertfordshire EN6 3QG

ESPEE =R

+ UK Stem Cell Bank

BB - NIBSC Scientific Advisory Committee (SAC)
FESIN BINA R —
A N— {Director) Dr. Christian Schneider
([E, ZNk%Bd, | (Deputy Director, Head of Virology) Philip Minor Ph.D.
ZINE%E) (Head of Advanced Therapies) Prof. Mary Collins
PISES )
B fee A
BRI AR BARICIE T IS SR E I N THR Y . BWEMLGOREIFICONTER
B9 % FICRRET 24T > TV D28, BRSZLK, UK Stem Cell Bank OJEE 23 U7z, 3%
denm A ENS~D bk ES Mtk BEEAL G 2B LT\ D,
fFERE & - EDQM DB A F T A AZHE, BINTG T iiilAl, v o Fo 0 2ol
HA A RFN D BNAIRGN SRS F + U U —Z (OCABR) B % i L T2,

- WEEFEE S (MRC) & EEANAL T 7 ) nd— - EYREiis
#% (BBSRC) 75 DBk %% 1T, NIBSC O WN#E#HAE & L T UK Stem Cell Bank
RN LT,

- UK Stem Cell Bank D & & 2585 i, K OMEATIZHEILL TW w7 o
EE R P, WEEHRICBT2EKICOWVWTOELEZASTVD, &
7-. International Stem Cell Bank Initiative (ISCBI) O 6 EiFIZ#Eb > T4,

+ World Health Organization (WHO) & Wl L. ZE#8A| O [EERRY 72 R
DTN B,
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O®MRC

BB D FEAH

IR B

P4

MRC (Medical Research Council/# [E [E FHF 7 i L)

Pkl

BB ORHFE B 2B 5 7 D DOAHIBIEHRERERDO —>TH 0 | Bl
Fa BEEAF 7R 2 Oy b Ehii L TV D, 72k, BA&BLIZ OV TEERIE DM
SEERRBO BTN D, HFFE=— X DR EIZONTIFA T B 7
v, PEFERE L XIEE - HEEITo TN D,

HAERZEN 4 BEO—2 L2 TRY ., HFICEHREIcEE 2 &N T
W5,

MRC A ORFTEIZ KT DB 2 T, 354 L L TOBRCRB AL
D IL[F A FE 0 [E BR AR EFZE 2B 3 B B EE EEFFEE ~DB R H 17> TV
%,

1919 £E|ZFR . STz,

HP

https://www.mrc.ac.uk/

T PTHTE

[Head Office Swindon]

Polaris House, North Star Avenue Swindon SN2 1FL
[Head Office London]

14th floor, One Kemble Street London WC2B 4AN

BEEE % -

+ Ethics, Regulation and Public Involvement Committee  (ERPIC)

B4 R

LA

E:E/QJJD BIMA L IR—

A LA [ERPIC]

(E., ZhF%Ea . . o

BN {Chair)) Baroness Onora O’ Neill

ZFE= -

L ERPIC - 42 [H]

FEAEALIZ IR I EMEFZ RO T THHEER DB TH Y . M Y5450 5 Tt

925 TR BN A HEER T A 72 0121T, b - ES HIIANFZE 2 5T & & ) 5 Eim T

MmN A TOEERMEFRICT2BTORELZMFTILENS D EEEL TV
%o
MRC, %%, RO E T N—T%ETe, EWEZNIEOESRUE OHEA K
T. b b ES MO D& &k & BONER IR p IR FIH 2 383 L=,

i EE & + UK Stem Cell Bank D% 7123729 . BBSRC & LTI %17 - 7=,

i + UK Stem Cell Bank DiEEZE S OEE, FiF7akt X, KZOREND

ELHHREFHICEAL THY L TWD,
- BBSRC, #[E T - MPER A0t % (EPSRC) & 3[H]C UK Regenerative
Medicine Platform (UKRMP) &3 L 7=,
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@HFEA

BB D FEAH

IR B

P4

HFEA (Human fertilisation and embryology authority)

Pkl

RiEE (DH) BNEEEL T D,

BEE B O RELIEHE 72 O NSRS 1T 2 IREH 2 BB 2 BB C b
Do
PRPUN -3 & frjik 9~ 5 &R LI BB D, RAEERGE T2, BEIET 5,
D WITHIFEINC T T 202N L, £ OERIZEE D BAFZE~DOH| T 07K
RBERFD,

Human Fertilisation and Embryology (HFE) Act (232X #[E Tt ~ ES
RaMIAE &2 R SE 9 D5 A 123, RO Y IR LT HFEA O7RGE & 32 1) % b
TR 5,

1991 4EIZF% L E Tz,

HP

http://www.hfea.gov.uk/

T PTHTE

[Office]
10 Spring Gardens London SW1A 2BU

BEEE R -

* Appeals Committee

EBEAL PR - Scientific and Clinical Advances Advisory Committee (SCAAC)

FESIN SIA VR —

AU N— [ Appeals Committee]

([, ZH%E8, | (Deputy Chair) Julie Matheson
ZINELE) [ Scientific and Clinical Advances Advisory Committee (SCAAC) ]
{Chair) Yacoub Khalaf

PISES -

B e SCAAC - 2 4 17]

BRI AIEIRPECWEFRITAE T % 72 0 OER F K OO FICE 4 Dikim 21TV,

S s Bl LC\%, HFEA ORFFET A &2 A%, Mz 42 BA TR 2k

e am A HT BRI N2 %ET 25D ThH D | MR OERLIEIL HTA 7 A B2 X
DE LI D,

fFERE & - HTA, HFEA, HRA, MHRA &R TA / RX— 3 47 4 A&FRIL LT,

HA BIfE, AAERICET IOV TOMNEDLEIIE TS /= a v F
T A R AT OMEND D,
- HFEA O&RAEZ T TR b7z b ES Mifidi, 42T UK Stem Cell Bank ~
DEENFEHEMT T N TN D,

@HTA

FEBA DA INHIRERS

R4 HTA (Human Tissue Authority)

Bl RfEE (DH) B3EREL TV 2,
e, TR, FERRAE. BEIIE., RO—KAROT-HIZ e MRk A FRE.
R, AT HBEEZHEI L TWD, AF N —0 008 E K OvEREO T
IZOWTHAEBEIT> TN D,
RS 2 B U 7= IR 12 %F L CIE, Quality and safety regulations for
use of human tissues in humans ~ (2007) 225X, HTA BREEL TV 5,
2005 FFEITERNL S AT,

HP https://www.hta.gov.uk/

HHPTETE M [Office]

151 Buckingham Palace Road, London SW1W 9SZ

BEZES -
IR

* The Authority Board
+ Transplantation Advisory Group
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FEHESM BHNA 2 7R—
AL N— {Chief Executive) Allan Marriott-Smith
([E, 2B, | (Director of regulation) Sarah Bedwell

ZINE%) {Chair) Sharmila Nebhrajani OBE

ZFE= * The Authority Board - =T 4 [A]

B ke « Transplantation Advisory Group - #{Z 2 [H]

EHEAKIT t b ES Mk ER, Bk, fRAF. BlAmIZBIT 2@&mA TV, HTA 74 &

B9 % VAERFITLTWD, BWBRR SV, FRRICE MZHW S D FTREMEDY &

i A % & OEX THIlLZ H5E S B 7R R T, HTA 74 B 23 #5832,

fli&RE & o - HTA., HFEA, HRA, MHRA AR TA / RX—va » 47 4 A% LT,

T B, BARERICET 2B VW TOMWEDbEIEE TS ) R—va vF
T4 AERBTOMEND D,
- HRA & L, BIEMED 2V E % DNA T 2RISR L B = —
ZMELE 35 5O HTA/HRA A RRREZHBE LTz,
« NHS Blood and Transplant O HFFEREES 2 FHH L T\ 5,
< HiE K " DNA N — 2 DOV R L A2 (k95 7280 D 7 A & - 2 2 MHRA
D LI LT D,

@HRA

¥ B O FEEE AR RS

FEBE4, HRA (Health Research Authority)

& ERET BT I —I2 KD INHS #FE0iEs | THFemERER ] Ol &
PEALICBIT 2B TS 2 2 TEC, NHS @ RES & & 12, 2011 4F 12 A 2T
S,
WFIEIZ B9 2 FE Rl O HE—rO3E K Ol N o i s R A R B S O 1EE
SR T DHHEORMEAZ Y LT D,
NICEBIT HMEREEDOR —&E N Toh D IRAS (Integrated Research
Application System) DOEHELIYL LTV D,

HP http://www.hra.nhs.uk/

FH AT [Office]

Skipton House 80 London Road London SE1 6LH

BEZES -

* Confidentiality Advisory Group

IS * Gene Therapy Advisory Committee (GTAC)
EESN BIMA L 7R—
AL N— (Chair Professor)) Jonathan Montgomery
([E, 2B, | (Non-Executive Directors) Dr. Allison Jeynes-Ellis, Prof. Deidre Kelly, Prof.
SNE L) Nalin Thakkar and Graham Clarke
{Chief Executive) Dr. Janet Wisely
{Executive Director) Ian Cook, Debbie Corrigan
(Director)) Joan Kirkbride
ZE= - . _
B - Confidentiality Advisory Group - HIZ 2 [H]
5 (|~
s HPkBABRICIT 5 ARNIE LA RUET 5 353 5 LIED BT,
B2 BIAFIRFMERSEICE LTI, GTACIZTL Ea—%1T> T2,

30
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* MHRA & B8 (28 L, 2018 4R ICSEHEDS TE STV 2 EU O fiff R ek 1
FCB L <, KESEOHEEZED TV 5,

- HTA. HFEA. HRA, MHRA &R TA / RX—Y a4 7 4 AR LT,
HAE, BAEBICETAHHEIICOWVWTORWEbEIZETA /"= a v F
T4 AERETOMNEND D,

- HTA &g L, B 2B % DNA o DRI ey L B o —
ZWVEEL 45 E O HRA/HTA BRHREEEZRE LTV 5D,

- FAEERR 2 G TR RERICEI 4 5. GTAC/RECs Jx Y MHRA 7> 6 O HIGE

KREAREICT D, HAET 7V r— a v A7 L (IRAS) Z#Efit L C
W5,

@BSI

BB D FEE

B R E R B

PREA

BSI (British Standards Institution/5< [E HA& )

&

1901 4EICHE T TR R E S & L TRy a2, R O EF KR ZE
BATH 5,

1929 I ERBAT 232 1F, 1931 4% BSLICEE L=,

A 150 » ELLECTHA, Rk, HEO»—E R &2t L CTkh, AT 8
TR 2 D ARG DERB A/ L TWD,

ABHEEE (PAS) 1M, BEXROMEELE (FT7A4A_X—hRAZX U H—F)
RV AERMEE BRI L TV D,

PAS 2NEBHINC A < T S 72 Fhd 2 R  BSI S EBE M & 95 2 & % 1SO
ICIRZET 52 & T, PASHIKE S ISOLENT- BB L L FEL TV 5D,

HP

https://www.bsigroup.com/

FHSHTRTAE

[UK Office (& DALIERTIZAT ¢ ADFAET D) ]
* London
389 Chiswick High Road, London, W4 4AL
* Milton Keynes
Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes, MK5 8PP
+ Hemel Hempstead
Kitemark House, Maylands Avenue, Hemel Hempstead, HP2 4SQ
* Loughborough
Charnwood Building, Holywell Park, Ashby Road, Loughborough, LE11 3AQ

ESPEE =R

+ Certification Body Impartiality Committee (CBIC)

B4 - Certification Body Management Committee (CBMC)

+ Standards Policy and Strategy Committee (SPSC)
EES -
f%AT kB S IS 150 4 LA ETRY 2,900 44
e
ZNE%E)
ZE= -
BE (LA SPSC - T 4 [H]
HEAEIRIZ BEIZHT SN TV D ENERORMNE S ICERE 2 Hh - 72 BT, HAEERSE
B2 THOHBN TV HFEDOERIZ OV T L, PAS84 ZFITL TW5, E b
A IS ES #ifaot b iPS MfRICB T 2 NAE B S EN TV D,
flLRE & D HARPTRFEH SN TV D BS itk z EEMS & 42 X 512 ISO ITRE L
A TW%, 7o, #IZISO Bk & BS IV A Z L £ H 5.
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(2) 7 Db A E 4R

@SC4SM

F&%BE DFEER Z f (FR%)

R4 SC4SM (Stem Cells for Safer Medicines)

E KE T A RES TS 2 L2 HE LTSN, BERN—F
—v I ThD,
BERTHTITERMEEDa L Y=V T AE LTHEE STV,
FESES A =D =— XIS LT PR 2 R T 5 1o 0 & &t b 17
S>TWD,

b R iPS MR ~DJS R 3 TG B HIR OBHFIZ OV T H G E21T 9 TET
H5,

HP -

FH T -

LR - )

A PR

FESM

AL N— [Board]

(E, ZIH%ES, | «Chief Executive)) Dr. Frank W Bonner

ZINEE)

ZE2 _

ki

R t N ES AHRRLC Hk T 2 A K OV Al R AR M e oD 1 7 & T2 e Ak

B9 % BRET VOBRRBICERZY T TS, ZOHMNE, EELOBRIEY 27 %K

e N2 WEEDL7DDOTMERT ) —= THRBOAEHAMEZEIET 52 &, ROFE
DOFSBE & FF BB 7otk 255720057 v b a v zERT5 2 &L Th
5,

fEgRd & MRC. BBSRC., DH, Scottish Enterprise, Technology Strategy Board & V-7

L N7 X = E BRI TN D,

@Cell and Gene Therapy CATAPULT

HEBI O FER Z oA (F2%)

BERS4 Cell and Gene Therapy CATAPULT

e FEED ML O BIEFIERDE TR L) — 222 BfEL TV D,
FEERNDOFN A 2 =T 4 LEVRRAZRMTTL20HICE EX 6T, FE
FEHTOAS ) X=2a e NEZ L, fPROBFRELRESEDL L F
THRIFIZATL TV S,
FHAERERRSEICBW T, KRR & ]RBREOBE L4 > T\ D,
FEMIRT — 2 X=X LK T — 2 X—AD 2 DOFT — X X— R &5
L. A LTWES,
HHRE K OVB AR F- 1R W T = 38 i & S [E] i 5/ E B T 5 ISR 5 7212, 5,500
TR ROREML GMP it o 7 — 2 R T Th 5,
Innovate UK (2 & V| 2012 4R ITER L ST,

HP https://ct.catapult.org.uk/

HHETATE 12th Floor Guy's Hospital Great Maze Pond London SE1 9RT

e
;ﬁ?gf?ﬁx + Cell and Gene Therapy Catapult advisory panel
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FEHESM [Board]
AL N— {Chairman) Dr. John Brown
([, 2R, | [Advisory Panel]
ZINEE) (Life Sciences, GE Healthcare) Dr. Ger Brophy
{University of Cambridge) Prof. Austin Smith
fth 13 4
ZE= )
B kA
TR Sa— Ny ANVRKRFL = a =Ty A TARY - XA UPERENHS MO
42 #FLWh L, ARmSGRHEREHE Y 2 77 MOV TRF L TWD, BIfEIR
Eaka MRC 23 & @2t LTV 2 Phase I iR & F2fi L. FIAD R L MR OA
E DR A HED TN D, REROFERIZE > T, L0 Z L DBEDIFEIC
WHTE 589, ARBOUERZED D Z L HHETIL TV 5,
flLARE & D *MHRA LWL, AR 3 oA a—7%Wfk{b L7,
HHE (1) =F—u v XOBHIEM:Z25729 ATMPs OHEHE L L THEAT 5720

D, FEEID D OMIFLTHEIC LR BRI T 57T R34 2
(2) & FiPSHIMERRICBI L, U U —2MISECR BT 0 7T KEO B E
DORJEICT T DT R34 A
(3) B b iPS M N7 ROV AU RS 2 R O O) 7 ReEREA . FERR IR
AR, BRIREBRICEET 27 RS A R
- 2013 A% H4121%, Roslin Cells & ##5 L, %%[E T Good Manufacturing Practice
(GMP) IZHEAWEERIKZ L— ROk K iPS flifa O a2 fE Sz L7,

@British Society for Gene and Stem Cell Therapy

WEBH D FESR Ol (FEE)
FEEI4 British Society for Gene and Stem Cell Therapy
& BAZR L —RTROMGIZH L, BEFRE & MaaEORMt 2 EEST 5 2
EEHEELTWD,
EERORBEDNT & A ERWFEEOFAEITH L, EXE T v 7T A& F L
TW5, F£7-. In2scienceUK & L, (KT8 OFA KT 2098 S
ITo> T 5%,
HP https://www.bsgct.org/
HEPTTTEH -
LB - i
T R
FESIN [Board]
R L N— {President) Prof. Andrew Baker
(=, Zh08%E8, | (President Elect) Prof. Uta Griesenbach
ZINEE) {General Secretary) Dr. Stuart Nicklin
(Treasurer) Dr. Rafael J. Yafiez-Muiioz
Prof. Peter Andrews
L 8 4
[ Sub-Committees]
{Chair)) Lynda Coughlan
= )
ikl
SR ERRBICENT, FAERAE, B AR A
B4 7% =1z . WOTE . FRZBE R IRRSOMIIE R I R A Y T
B 0o
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HHE

- UK Regenerative Medicine Platform & & [R&S# 4 g 2 FPETHDH, #HF
WHFEE 2 ONAT << BRSO ZIC X 2 FAERRICET SE, kO
BRI T 248y b Ny 7 20T, 717 7 AWK
SNTWNAD,

@ UK Regenerative Medicine Platform

BB DO FESH Z o (F=%)

M B4 UK Regenerative Medicine Platform

Bkl BBSRC, EPSRC MRC |2 £ 5T 2013 FRIZREL S 7z,
BAERBSHICENT, BRRBR~D 7 A L— g BT 2 EiE
%EH&¢A< L BEEToTWD,
FEEENIZ 5 2OMENTEH L TND, AT OET —~ 13 B A 7SR
ERDEORF SN TND

HP http://www.ukrmp.org.uk/

R AT 2nd Floor David Phillips Building Polaris House, North Star Avenue Swindon,

Wiltshire SN2 1FL

BEZES -

HIE-ZA R

+ Cell behaviour, differentiation and
manufacturing Hub

* Engineering and exploiting the stem cell
niche Hub

+ Safety and efficacy, focussing on
imaging technologies Hub

+ Acellular approaches for therapeutic
delivery Hub

* Immunomodulation Hub

EEZM
A N—

(E, Stk

[ Cell behaviour, differentiation and
manufacturing Hub]
{Director)) Prof. Peter Andrews

ZINE) [ Engineering and exploiting the stem cell
niche Hub]
(Diretor)) Prof. Stuart Forbes
[Safety and efficacy, focussing on
imaging technologies Hub]
{Director) Prof. Kevin Park
[ Acellular approaches for therapeutic
delivery Hub]
(Director)) Prof. Kevin Shakesheff
[Immunomodulation Hub]
(Director)) Prof. Flana Watt
ZE= i
B kA
AR FERRZIZBWT, BAEERRKDE, FOBE FIEROMIETR ICEREZ Y T
B9 % T3,
Eaka 5 DOWMRNTZNLTIZEBNT, BEERBDEFONENED b T D,

¥£1Z, Cell behaviour, differentiation and manufacturing Hub 1%, ZReltsrfiia >
Ty b7 x—AE L THEREELTND,
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* British Society for Gene and Stem Cell Therapy & ARk Z BT 2 TETH
Do A FHIEE ZEONAT L EHWWINOFMAFIC L 5 FAEERICET 5
., ROEEFIRROMIBERICET 28y b ey 72z, 7vrs 7
LR STV 5,

- Cell and Gene Therapy CATAPULT & ##2(Z## L TU %, UK Regenerative
Medicine Platform 23K ER~D F T AL —2 g 2R S, Cell and
Gene Therapy CATAPULT 7>ERIRFRER7> & 0L BAFE Dt iR S 1 5 5
D LS | MHAMTERRBMRICH D,
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215 k4
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B3 ETIE, EPSAEE A ¥ Ea—ORER e E A A BRI BT L BRI O
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DHIAEA T « MR S o 7 S Flee & | fEIRICR W TR, ERRRY 72T — 2 X— A OFEEEH K
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EBEWH L 7o T — 2 _N— AR BT o T SIS 7 ToriE S 2 EiR R rk o
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U2 LEIFEITASE - I R 2 Zefiifd "o 7 « LUR R U DRI TWDHRMIIH S,
HUALSLE B CHEZ I TWD R T« LU R MU NRE L RERI 7018 ORI IR E
DAETL TS, ERICESMBEOEILICEVAEHI N AN 7 HH 5, University of
Massachusetts Medical School DIl /N2 7 Td» % UMass Stem Cell Bank |, v ¥ F 22—+
o PN DOHEAHIEES T 5 Massachusetts Life Sciences Center 75 D& A2 LV | 2008 4F12

RSN, UL, KEOA S~ BT T ES MIRLAFZEIZ 3 2 BUR B S EE S itz =

W, [ Z =D OAEENMEIES L, 2012 4FIZASE 7eoT2, (B, [HE
& —|X UMass Stem Cell Bank O LT A M VIG5 & E& 2 M L TH Y . Umass
International Stem cell Registry & U TR I TW5, ) 2

DX IIZEL OMifa N T - V/Xb)ﬁﬁgi®ﬁ%%@zé¢ MK > hPSCreg

(Human Pluripotent Stem Cell Registry) TIXERA) 2 X7 AEE I LTV 5, hPSCreg
T E - IO S 7 MOt E 2 T el o7 — 2 e L, —uEE L T 5,

FBUE, BN OAESZIEH L CTHEEIT 5 %6, T 2/ hPSCreg ~D %k

MEBAHT O TND, FERIITIR, BRR MR Z T 23551280 TH hPSCreg ~
DR G % FTHAT 25 BINOHHI 7 m e ATHARAEND Z LB LND, ZDOXH 7
Wiz =1F, 5%I1L hPSCreg ZHMZ, Mg N2 « LU X R Y OFER - dEENEA TV
ST ENHIRAEND,

hPSCreg %F D LY Z U X, ISCBI Z 4D L3253 Y — 7 LD K 512, FHEHELIZON

TEma T2 & TRV oD I - Tmfﬁ?“éT ZIHH 75.’1‘* THZEIZEoT, A
> 7 CRINE S VTR D AR IR O FL i 2 FIREIC 375 & W D &K EI 2 4H - T D,

LA b U EERBENINE Uo7 — & HRC e 2R O 5 5 vE A MiEt L T D E
AN E>TNDZ EBEZDND,

M N 27« L2 B U OFRRIGZEE OfkRe !t 2 50 5 720 IEET S Mifa B 4RI
WCRBRERUC R 2 =— X & RAHD Z & OEBEENEE > T\ D, EE e v 7 -
LUARTIZEBWTIE, E0 &9 il ER MO MNEEL SN THRY | M 2R 2
ZEMTEDLONE NS FUZOWTIRFDIEE > TV D, BRI, BERIA, OISO

2 nature.com NEWS BLOG “Massachusetts stem-cell bank to close” :
http://blogs.nature.com/news/2012/06/massachusetts-stem-cell-bank-shuttered.html
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725 TUWA, I1SO Tl ERIEIROBRLE 7 1t 2 Cffi ]l 1 5 8BS O ERE(LIZ OV T
FED HILTE Y | HARIL FIRM M 5 pEE R OREFCE N E K & A 7ei 3200
L. BEBAICBE S L TWod, BARFED T TIEELZED T I8 H Y | ARDIFIERK
ZHLTWDS, ZREMEEMIAIZ BT 2 ikami Tt A TUV7Ruy,

B OO E DD, MBRHE - SE ORI FTEDIEHELTH 5, ISCI TII L REME#HT
R DRI NER A% OABBRRFEREATVE I B~ DAL M T O TV D BTN A TGS e LT
ZABA &4, UK Stem Cell Bank X° WiCell & Vo 7285 OMI N 7 TERBEN 5720, fill
FAELDOAEAE VI BT 5 PR R E A > T 5, ISCI TIET B 7 2 7 HL Tl st o
HINTNDEN, SHREERO=—XER AT 7=DIZ, ISCI ORFTRIG LRI 7
FLTW Z ELEZOND, ZORRIZIE., 2 ETL EICMEE, U R T 00, UL &
BR N ZIIRDEZEZILND,

T AT T‘EET‘@%ﬁmvﬂohm\é ISCILIZINZ T, NCMC DX 2R T hTFIT LR
MEEo#EIC X 2EmO%L b KTV D, NCMC 11k [E NIST »~7'v 27 Z A AMTech

(Advanced Manufacturmg Technologies) D—ER CTRE I N2 Y — T A THY | Ml
U DA ED L O & LT D, 4% bIER R E(LISEI N HEE S D 2 & D3 AGA

EFNhd,
A E m\f I, BAGEE FEOH T, ISCBI O [EREAZEEMERMS — KA by
T VERIZ 1T 2 E A (Points to consider in the development of seed stocks of pluripotent stem

cells for clinical applications) 12, TR SN BEERSCEONE L ENfEHEZRS L
BoEs LIz y, THARRFERLOFEMEE LToRMEE b ZREtaiao Mgz
WTHEZT (R) | PRESNTVDN, 4%, EBREECORERRKIGHIZS 7 M
HZENRIAENTWAIZOH, BAL L TEMICENZIG 720 L 5 | L OREHAR O
S HRLEIENLEEND,
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2 MEREAT ) FEIRIC BV TR, BHERI D /ST — T o 2 TBL BB O3 i S0 E T iﬁ%
SN TWRUVVIRAE & 72> T 5, HESI 2% L 72 CT-TRACS Subcommittee | LB A [HRE
R D IRERKS I T D a B o ARSI T A OO TH L2 HA R 7/( g
%@jfi%%ﬁ‘ﬁ‘é Z &lX7evy, L2>L. GE Healthcare, King’s College London, FDA ™ 3
BBEANERERAB O, EFHOF— =Y U PEIFLR->TEY, 7 a—LTOH
TR jbb\fﬁﬁi,“ﬁ%ﬁsz\é&%z%héo
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AMED P/ [EHE A LIP3 THERDN T35 o0 & i MR L B - 5 2 fi ek S RN 7E )
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ZREME I O E RS PEREAR 12 BE 9~ D IEYELIZ DWW CIE A E & BB & < k& 7 pERE

THEARPITONTWAEN, N TF—a SN ERT — XIS EMIZRENTH D |
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AR TIHEBINZ S OFEBRT — 2 PEINTWD Z L IZEBENREENEE STV D,

LA “/“%—$¥ ITEBIND TEE STV FHIFEDONY T —2 3 Dlbd
Zhsk LRI R ORE R 2B E 2, A AR T E COEBEELOBRICEN D Z L BRI SN D,

—jifﬁxb EREAMIZBE LTI, ISO, ASTMi, MHRA % C—#i&im 372 STV D H DD,
LRI C RO AL D & 95 70 HEE OB NS U 72 B Com IS STV iR
&5,

TEMEEMEOFMIC B 3 2 amidn | S E AARICHB T AN EIT T2 2 EBRIAEND
D, ABENAY T =2 g VRBROK TR, 7 e — LSk R A2 T D12 H 20
BEASOWSIOFTZRN0EE L 720 | HESI 04 ERLHI Y R ISR 215 2 72 9D OFE) 72 = 2
a=r—aVRNEEERDEEZLND,
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FBEERBEEEA~DA & 2 —Tld, Mldofmssert: GRE, £, iRE), #aH %)
FRO BN DML OFES - SWEEIC L > TR ST 5720, —HICHET 5 Z L IZREET
bD DTN D ST, £o, RFERTITBEFEO T A R A4 TR S IV TWARWEEZR F
Wz DN, BRI OFAEERBEEEICBIT S ) UNURENZERH LN o T, —F
T, RIS, EiiEAORARFRGEEINL, FEEETO ) UNTREREINDL Z
LITED, —EOEEIAETII VN EDORE LY RZI b,

DX RN AEBES D & BAENREGEZHE LT A RT A U 2ERT 5 2 & 1A
HTHDHILOD, FEERBEBERED ) ONTZ2IEN L@ TA 74 v OERIZE
% RFICHED D REICE > THERRLDIZRD Z ENBEZLND,

B ZIE, EEREOBAM OFRE (K74 7 A A, [RIREFRE) ([TIE Uzt - (RIEATA R
FTA v FEMEOEIHACET DT A T A >, FAERRROBREE~DREL LT 57
WOHA RTA L ENR=— L LTHRENT,

RE, Wk - RAFICBIT DA BT A 2 Matd 2BRI2IE, BUERE STV 2 s 2B
WL HA RTA BB BLRDLAREMERH S, FlzIX. WHO YW E Ok il
BT 20 A 2R 3T, BE~ORELZHET 272012, @R, 7-VVAMTEICE
TOHEENHE SN TS, 7o, EEBEE WHE - EIEMLAZEHE A % — 2 (PIC/S) [GMP
A RTA L] 4T, V774 F == BT HEEERGRE LTORE - X2V
T AT ANENEHEH STV D,

3 Guidance on regulations for the Transport of Infectious Substances 2015-2016 (3%2017 4= 3 H Rl CORMIR) -
http://apps.who.int/iris/bitstream/10665/149288/1/WHO_HSE GCR_2015.2_eng.pdf?ua=1&ua=1
4 PIC/S GMP Guide : https://picscheme.org/en/publications?tri=gmp
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HHNTND, S%bolEkeE, CiPA & L7z A ARFE TOEEIER OHEMED HIFF S
N5,

F 72 DEMEDS O AR R OREREL I O W TR &2 il 2 v Y — o 7 ATk
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DOUHETE B 2 — B TE 2 5 O TRV IE S 41TV D HIRIERIZ DU CTEEM 7 i o
BB EETH D, HERY: iPS MIKATSERT (CIRA) DM kIiE hPSCreg (ZULHL S LT
Do TNHD LT AN VIFEICKFCHIITHERNE R ER & 22> TRV | IEIERITBENF
ZeH OFMIEE S s & 72> TN D, LavL, hPSCreg OEHHERID 1 5 T#H % UK Stem Cell
Bank 7% 2017 4F 2 H 7 SRR ARGk D438 2 BAGA3 25% . 25 1= CERR AL RR D f2 k)3
BdE LTV D72, A% ERR AR IC LB R OBHE P L 2 LR TSNS, F-,
LA LY EERERE A L & U COREIERR O LG, LA B Y T — X OFEER L L
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5 NIBSC HP : http://www.nibsc.org/science_and_research/advanced_therapies/uk_stem cell bank/eutcd grade .aspx
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T U & AR BRI O Al 75 FRRFIH O Al 75
SIMTRERH D A
URL https://search.eagle-i.net/central/#results?t=htt | http://www.iscr-admin.com/?Action=select%20sc https://hpscreg.eu/ https:/cells.ebisc.org/

¥ LRLOIEA, KENIH Ot ES ffatk L2’ 2 b Y (NIH Human Embryonic Stem Cell Registry) <°Z%[E EMBL-EBI 73 iti 5 3~ % 3%
Induced Pluripotent Stem Cells Initiative /HipSCi) 25723% 5,

s NNERIEH ) 12 oW THIHIIERRIC L > CTF— 2 B KEBLTWDEEAR D D,

HIFT) & LA R UIERE D ZZRAUZEATER (2017 43 A 17 HRFR OB R)
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£oo THBRAT - Ml 7 FhiE | DR TaERHE) 7' e 21280 T
IR 21 » BT BT IT7 %28 E T 5 ISCF (International Stem Cell Forum) 7230 & 7
V. ISCFN®D 225D A =7 F7 (ISCL, ISCBD) IZTimntERL TS, &1 =7 F
Tl BUEEITHO R ¥ — MBI 2@ A OV TIFEAR L e o> T D A3, Al
Ham SRS RITER L E L TAB SN EEOT AT I 7RO FS1EE LTS ATW
Do

ISCL, ISCBL £ &7 AT I THLDA =T F 7 ThHI2H, T E CHAEREREESR
AR & OWEBEITZ Loro 7223, 2015 A2 ISCBI L 0 TERIR & RetEspfiiid s — R 2 b v
T VERRIZE 1T 2 E A (Points to consider in the development of seed stocks of pluripotent stem
cells for clinical applications) ] 23/ABH S 415 % BRRISH IC AT T im i Aib L oo 5,
F72, ISCIRISCBI O~ R¥ A kA /3—"T& % Prof. Glyn Stacey (UK Stem Cell Bank)
I3 L hPSCreg DEHLH TH b DH Z & <0, hPSCreg DfEEFER 7 /L — 723 ISCI D v
=X TN=T 4 ERN—= R =y TEAMRE L TN D 2 ETEND . AR LIEEIE RIS
HHFELTNDZENIPRZ D,

ffiz &, 2015 4121 Johns Hopkins K% Center for Alternatives to Animal Testing @ Dr.
Thomas Hartung 33 C, 2005 4F(Z EURL ECVAM M3 H0 & 72 > THRE L 7= GCCP (Good Cell
Culture Practice) DOBTEEENALE L TS, WEDRIZIIEEOT B 7 I 7 0o O
WFZEE DNVEE 2 02 L SR 2 B3 2 5e#i)Y Appendix & L CiBII S 41728, BIFE Workshop
Report Bt CdhH 5, GCCP BRIXEIL S O VR, (bW E O mIEYE O I =

HEREL OB EFEICHIHT DM OB E FIERCATFIE, WEEHE, hL—Y )T o EEH
mbfmé%@f%b b MHIIZIRE L7 b O TiEZw, L L, BEEICIIHAER ST
DWFEE D> TR Y | FEMZEE O IIERIS BRI TND Z &R0 5,

A AR TITEA T EA F eI =30 - s - AR R R R E RO T, o
RaAf e B OFMAFEN G725 b S ZREMERMRO WE 2 RET 2V —% 7 7 — 73k
B A7z, ZOHTISCBI £ W AR &7z PTC & ENOBLEES 2% 2. & b ES/iPS
R a2 8hE L K95 &3 2 8LERFEET D, JFMEICH S v N ES Hifa K& ONFFE iPS Hi
RO ANUREIZ, & N ES/PS ABRRIN LRG0 B BB O 72 D ICHERT R E WL . 20
BRI FE LD HARKRERGLOFMELE LToOr MRS MLO SEIZOWTDE
20 (F) | BPEFORABEREICA> T2,

422 RATHEFEZEORELEE

INETOT BT I T ERTOEFEOBFAA T I RIT O L O TH -7, T D
7o RIS EFR AR E O F 3217 5 L CHIHI XS RIC X v B S - fidt %%
HETFTHICEESTRBY THT ITOME—RERE L —A~MBIE LT DH7-OICH w7
BV OFERITIES Lo T,

¢ Points to consider in the development of seed stocks of pluripotent stem cells for clinical applications: International Stem Cell
Banking Initiative (ISCBI) :
http://www.futuremedicine.com/doi/abs/10.2217/rme.14.93?url_ver=739.88-2003&rfr_id=ori%3 Arid%3 Acrossref.org&rfr_dat=cr
pub%3Dpubmed&

7 hPSCreg : https://hpscreg.eu/about/structures-and-partners

8 Good Cell Culture Practice for stem cells and stem-cell-derived models1 :
http://www.altex.ch/resources/Pamies_of 160823 v4.pdf
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L2aL, b, KEAHRLICT 7 17 & R OBHEEC KX 2 (L O B 4 23 S
R LT D, NCMC i3 2013 G K E ENARMESA T FERT (NIST) @ AMTech (Advanced
Manufacturing Technologies) 7>5$499,636 OBk A 5217 TR S0, 25 L EDOEFELE 150
T AT T SEUSEEEE & 1) U CORIIETR IR O KAL) B ) R o iE A TREI T
LM A ETT 53— 7 5T 5, Technical Lead, Principal Investigator % Georgia
Institute of Technology., Georgia Research Alliance 73558 T35 ¥ | Executive Committee Members
|21 GE Healthcare, Pfizer, CDI, RoosterBio, Celgene Cellular Therapies Z23Z 1 L T 5,

NCMC (IR & L CTHIr— R~ v 72 R L TR 0 10, BRIRICHRHME L 72 PE- S OFE UE
{LIEE) & L THetER CTh o 7o KETIXE D% b A ER ORISR T 7o fEH I DR
HEALTRENC X L TE S ORENEE > TN D,

NIMBL (National Institute for Innovation in Manufacturing Biopharmaceuticals) [3/31 4= 3K
s O S YE BT G087 2 HEE L DR 72 B 2 "TRBIC T DB DBHRE 21T D PEF R 2 v Y — v
T ATHY, 2016 IR STz, 140 LLEOBEBIN G720 | AR ERESCBIS IR
XL LT D, EEFEILNIST 2250 7,000 7 RVA2E D, #%E 2 8 5,000 7 R/VZET
LHTEELIRSTND,

F 7. ATB-MII (Advanced Tissue Biofabrication Manufacturing Innovation Institute) X%
N— 2O R EE T I 1T D ERENTIE & ]BHR OF v » T RET D T2 O D EANBHZE D L
&, 7Rt AL EAT 5 120D 87 OB (1238 : 47 4, 707 X7 1 26 BEBH. BUR &
U'NPO : 14 BEB) o725 Y —v T A THY, UL 2016 FFIZERSL S 2!, FERHE
3D 8,000 77 RV EZER D 28 1,400 7 RV OBIRL A3 17 . ARMI (Advanced Regenerative
Medicine Institute) 723E% LTV 5, RIS L7205, RIS LB 22 728D |
A b MRET R Td 5, NIMBL, ARMI (JOKEN O B2 e RGE 21231 DI
BUk A, F518) 11 ORI % 3452 L TV % Manufacturing USA % v b U — 27 (ZHTE T W% C
HD,

SCB (Standards Coordinating Body for Gene, Cell and Regenerative Medicines and Cell-based
Drug Discovery) 3K [E ® 21st Century Cures Act Section 3036 CHEMERHFE DHEHEN S L S T-
Z L %317, ARM (Alliance for Regenerative Medicine) Science and Technology Committee ¢
FHICR VORI SNIZary Y =27 A THY 20174 1 FITIERUTHER LTz, B TIRH.
HEREVEIR . FRAEERE & M~ — 2 ORIFEO DRI IR ERIRBASE & pE D2 MBS, 57
Brifi =R 2 BT H 2 L2 BE LTS, EERERIZ4HERSINL T D,
2016 =9 A, NIST & @® MOU (Memorandum of Understanding) #fif&(Z &V, BER/S— )
— 3y TNEBLL T2, SCB IFBEFOIRHEILTEE) & O /) & LT NIST.FDA & & {2 ISO/TC
276 X° ASTM F04 ~D SN & kat L T 212,

R CIXED) SR D TN ~D R 358 < . 2013 4 3 AN LWESL OB RN 7R EE 11 &
ol Z a2 BMERREIE~OBRLREE > TWD, #ETIE SC4SM (Stem Cells
for Safer Medicines) & FHINAER Y Y — 7 L0 2007 TR STV D, BEYVLOFE

® NIST HP :
https://www.nist.gov/amo/programs/advanced-manufacturing-technology-consortia-amtech-program/amtech-projects-roadmaps

10 NCMC HP : http://cellmanufacturingusa.org/road-map

11" https://www.defense.gov/News/Article/Article/1036945/dod-funds-new-tissue-biofabrication-manufacturing-consortium

12 U.S. Department of Defense HP :
https://www.aabb.org/advocacy/government/fdaliaison/ct/Documents/Presentation%204_SCB-For%20Cell%20and%20Gene%20an
d%20Regen%20Therapies_M.%20Mendicino.pdf
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K13 AstraZeneca, GlaxoSmithKline, Hoffman-La Roche ® 3 4L THY, a2V — 7 LADH
HIZEIE G ORI Y R 7 2R S & 5 7 OBl O A FAPEZERE, FrE OMRE 2 £ DX H
AR 215 5 oo Db 7 v s 2 v OfERZ B L LT, B & ES g R.Oamfia, 1T
AR 2 W2 2R BR O T OVBRRICE D LA TV b,

Rk T —7 A& LTIE SEURAT (Safety Evaluation Ultimatly Rrplacing
Animal Testing) WO EED 2L =T ADLEK D~ /LT 7 T A X = 2011 4 1 HIZH
/& U, In Vitro O#MRERE T VOB A B E LT 70 UL EOBBOIEZER ST 5,
SEURAT -1 % 5 %] C European Commission’s FP7 HEALTH Programme & Cosmetics Europe
HZENEN 2,500 2 —nr OB EZ =T TR Y | KERG-2 5 35RO T AR 5 15 % 2
HIEL LTW5,

F72. BUOER/N— K F—2 w7 (PPP) O—>To % IMI (The Innovative Medicines
Initiative) DH{Z StemBANCC (Stem cells for biological assays of novel drugs and predictive
toxicology) & \\9 7' m 7T ANEH Y | MRERE BRI IRIA ISR 2 EES OF IR, O
k. AR, TR, BENEOREMRBOFMICEH T 2EMEDE | iPS
HMRRR DR, R 24T > TV 5, BONBEER A E A2y (EFPIA) OB EERST T I 7,
INHIREREE D 36 BB S I L CRBY, vy =/ ha—F ¢ x—% —|% Hoffman-La
Roche 3D TV D, 2012410 AN H 20179 HETOT oy =2 FTHY ., IMI 7D
2,600 J7 - — 1 OB AT TV 5, 500 AD KF—725 1,500 7 A > Dtk iPS Mk % {F
R U, FRERH 2 M5 2 L 2 BFEE LT\ 5, 2017 42 AIZiX StemBANCC & EBiSC
MBX— N —To 25 Pfizer L ORI T =/ FE3EH LIz AT,

ERDO IS, Bk TIIFFED T B ACE N T, T CICERE B L DML B
HDBIRED DOH Y ZEOBEN RSN TND,

4.2.3 BRI EFEEEDFELTE

[EI PR 72 PE 7 B 1485 O AR YEALR ) & — SR O HAN I Z B W TIE R I Tl T\ b,
HESLIZEFE D7 a—VT Ty N7+ —AE LTOKREEZER > TEBY ., KEOUFIEEN
R R & B A RIEIC LR TR, oY 2O E BRI TH 5, FAER
WD AEERIT2 o5 D, ZREM I OIEES RO NEhREAZATIE 2 M35
CT-TRACS Subcommittee |% 2015 FFIZFE & L. #J= 1% GE Healthcare, King's College London,
FDA D 3 H L72-> T, AARTIT AMED f#/EEREMLHIIEEF3E Tl TR o
TR 2 B9~ 2 2 sk L RpFE) 12T B REFR CF — Z 1TE-DS  WEIEGIE Ol 7 1E03
et TE Y . CT-TRACS Subcommittee D A > 73— b E IR 72 (G A & Sk 3~ 5 45
BREHEIC L DA KIEEN M T LTV 5,

Fio, EEFKOLEEOFAFIEE LT, #EOA F 0T ¥ 3V %7Hi$ 5 In Vitro 7 >
A, InSilico 7 /L, b MHROATMALZ HVN 2 In Vitro 7 v & A 215K L7z =3 O
REENRAEHFEAM DT 7= 7037 XA L% FEHd % CiPA (The Comprehensive In Vitro
Proarrhythmia Assay) OIHE)IZZ ] L TV % Cardiac Safety Technical Committee, Cardiac Stem
Cell Working Group Ci&, & K iPS Al % 7= 5l % O3 T 4040 T 5, Cardiac Safety
Technical Committee /A D FEE 1 GlaxoSmithKline, FDA & 72> TV %, HESI & FDA O4t
T 2013 FRICBAfE S L7V — 2 a3 » FITC, ICH STB/E14 A R T A  OWEICEDE
TR iR AT 5 2 L& B L L7z CiPA initiative D32 % FDA ORFEE BMRFE L,
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HESI & FDA LIAED A 23— 6 &b 7o it 3 A CU 5 HESI I3 CiPA initiative O 3955 )7 &
L CTHHERE L TV 5, CIPA OIEE F— 4 & LTI FDA, HESI ®1%%>, CSRC (Cardiac Safety
Research Consortium) . EMA, Safety Pharmacology Society, Health Canada, H A& (X[E 7
PSR AT TEET. PMDA 32N L T\ %,

2013 4F 9 HIZIX FDA & HESI T MOU % fiifit L Cds 0 13, IS BAFE & 2 MEaTfh 4 ) -
TH72DDR— "=y TOMLE K> TV 5,

HESHIIEREAL DI O DITA BT A 2 RET 24K TIX72 V25 HESI OIEENZ SN %
BRI A N — 3B E O A FE T 5520570, HESI 07 — Z IZHED < M
E B2 TR B L CREB N 2R LB X bivd, F72, HESI O IZF L LT
BEARY—DOBBIZE > T Lo TEY AR L 2 BIRAM = OBhpk4 & bl L
TEELEENARRTHLITD, R TOMRGEZETHZ ENARELE > T 5,

424 ZREMBRMEOBRKICA. BIEISAICET-RELDRE

A EROERELIEENIA E TIERAL LT 503, ZREMERHIIE O BR RIS I a7 A vE
fBIZOWTITiE L & 5,

FAERICEIT 5 1SO TOBE{LIZ 4 2D TC THREFTSNTWD, L, % TC & bR
MOR =T NERERER, WM THDHTED, Aa—THDOT—< % ISO I THEILT 5 Z

CIXREETH D, £z, BAEERICE U OMELR I DO ERIZ OV T, #fl T o EBEHAN
SNTELT, ZREMEIMALIC DWW CTIIF B OLEER +3 TRV &b d Y | 1272561
i qbiluNA iob‘faifﬁﬂfcﬁ%%[ﬂ:ﬁ%#%%m‘ﬁ‘éﬁﬂ RN, ZDTD BURTIET 17 R
TREEDAEILLD ALY =T LETANIT =2 a v RAET A B E L RNA NS T
741%@ﬂ?5&W&&0TV6

A EOIEREACIEEN I IEH A _,\ﬁéhiﬁb"f A H LN ZREVER AT DGR
SR AT T AR M L O i Jﬁﬂ’i’ﬁ?%foﬁb\t X A EOHTRE & OFEMIR L WA
S U RO OTEBNR LA 04 Lt 2 2 & 75>Eg L b,

F 7, MR A T2 BEIR A O 2 A MEREHMIC 3 W CTHRERAE, D tER il ORI DV T o
ﬁ*ﬂéﬁz’))@/\/fk 0 AR R RS I O W CIEE BRI 235 O % 3MFE LTV

o THARRENEIZOWTCIIAEFRORIK & 72 2 EE&FHl AT Re 72 F 403 2 < | R k27

%)7”_&')0)1%*475 il > TR W IFEMEIZ O W TIE T TR F - O RN C FIEA L L
THYH, OECD 7 A h A4 RZ A > (OECD Guidelines for the Testing of Chemicals) '“IZTF
AR R EINTND, A KT A ATITHESE v N TR B S lak s 4 & L CHIRE S
W5, £72. GLP 7' L— RT® In Vitro 7 v A % E CLELT D720 A RT7A4 &
L CIRE & 4172 Good In Vitro Method Practices'S/% OECD O LA A KT A4 > & L TEIR
ENDTEERSTEBY, KANRT Y v 7 aty ERET LTINS, ZILH DLFEWETD
T 1A DESE MR~ DS AP S D 2 ENRB X L HM, BUR, EELONF
R Z DWW TE In Vitro 7 v B A OFER 2 FTEGEHIIGHT 2 2 L B3R TIER W0,

13 HESI HP : http://hesiglobal.org/partner/fda-memorandum-of-understanding/

4 OECD HP : http://www.oecd.org/chemicalsafety/testing/oecdguidelinesforthetestingofchemicals.htm

15 Draft GUIDANCE DOCUMENT ON GOOD IN VITRO METHOD PRACTICES (GIVIMP) FOR THE DEVELOPMENT
AND IMPLEMENTATION OF IN VITRO METHODS FOR REGULATORY USE IN HUMAN SAFETY ASSESSMENT :
http://www.oecd.org/env/ehs/testing/OECD%20Draft%20GIVIMP_%2020161028.pdf
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DR OND T, WIFEEE b DIFEELEIE OGN LETH DL L EZX BN D,

43 BANEE L TEELEZ I RN EEE
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T AT T EETOEAEIZ OV TR, T CTICEBR 2w O A NIFE L, BAE A
YN—=L LTEMLTWD, £7o, MAO T THEHE L7 FERT — X IS HEimz B L
TW57=0, EFE TOI@BHIER SN T\ D, — T, [EENAEmORBRILT L
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