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Belinda Cole
Joyce Tait

L -ESE—-HE/0LF

University College London

Pfizer

Roslin Cells

University College London

Loughborough University

Loughborough University

Loughborough University

Human Tissue Authority

Human Tissue Authority

Medicines and Medical Healthcare products Regulatory
Agency

Health Research Authority

Health Research Authority

National Institute for Biological Standards and Control
National Institute for Health Research
University College London

ReNeuron

Cell Therapy Catapult

Cell Therapy Catapult

Intercytex

Human Fertilisation and Embryology Authority
Medical Research Council

Scottish National Blood Transfusion Service
University of Glasgow

GSK

University of Edinburgh

Hilis U3 yPa=ry (Evaluation and Commissioning) ¥ 75 )L—7

Nick Crabb #FER

Ahmed Syed #FEEE&
Michael Hunt/Richard Moulson
Fiona Watt.

Steve Kelly/Angela Blake
Greg Amatt

Siobhan Connor

Philip Newsome

Alex Faulkner

Andrew Webster

Anke Friedetzky/Holger Muller
Matthew Durdy

National Institute for Health and Care Excellence
NHS England
ReNeuron

King's College London
Pfizer

Chiesi Ltd

Bupa

University of Birmingham
University of Sussex
University of York

Cell Medica

Cell Therapy Catapult




Panos Kefalas
Andrew Stevens
Peter Bennett
Mike Ringe
Paul Catchpole
Nick Rijke
Matthew Taylor

F1Ys8Y— (Delivery) 5 N—7

Chris Mason #tEEE

Stephen Ward #tFEE
Marc Turner

Emily Culme-Seymour
Graham Lord

Celia Moss

Mark Bacon

Paul Eldridge
Paul Johnson
Anthony Mathur -
Tony Pagliuca

Paola Bonfanti

Charles ffrench-Constant
Robert Hawkins

Colin Pavelin

Huw Williams

John Smyth

Daniel Hollyman
Catherine McKenzie

Mehdi Tavakoli
Francisco Figueiredo
lan Pitfield

Paul Johnson

Anne Black
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Cell Therapy Catapult

University of Birmingham

Department of Health

Association of the British Pharmaceutical Industry
Association of the British Pharmaceutical Industry
Multiple Sclerosis Society

York Health Economics Consortium/University of York

University College London

- ESE—-HE1LE

Scottish National Blood Transfusion Service

London Regenerative Medicine Network

Guy’s and St Thomas’ NHS Foundation Trust and King’s
College London

Birmingham Children’s Hospital

Spinal Research

The Walton Centre NHS Foundation Trust

University of Oxford

Queen Mary University of London

King’s College London and representing NHS England’s
Regenerative Medicine Cross-CRG

University College London

University of Edinburgh

University of Manchester

Health Education England and Department of Health
NHS Blood and Transplant

NHS Blood and Transplant

NHS Blood and Transplant

Guy’s and St Thomas’ NHS Foundation Trust and
representing the Royal Pharmaceutical Society

Health Technology Knowledge Transfer Network
Newcastle University

GSK

University of Oxford

Newcastle upon Tyne Hospitals NHS Foundation Trust
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Annex 4— FA:E

AHSN FHFI VS « ALASFATUR + R

v kD —%2 (Academic Healt Science
Network) ' }
[El#& (Allogeneic) Kr—¢ Lo EFxy FARLDEE _
ATMP SIREREZE S (Advanced Therapy Medicinal Products)

BHZE (Autologous) RFr—& LI ETY FAR—DIGE

EYENEEZ T | EZ2ERGTRECEYENREEI SEEYE L E-ITHMHEL-ES
EEF (Biological :
Medicinal Product &

7= 1% Biologic)
EREARIE EEBEN (fl: ZECAE) T, IZREBLRHAESEEEEEYMEICGHE
(Biomedical IHIE, :

engineering)

m;%x=E%%E (Blood EFOERFLIZMEESORELEREL VWS AEEFELSTIEE. AlE:
establishments) e

BRC EYPrEEkt 42 — (Biological Records Centre)

HHEREZ 7 1L MREEROREZXELLL., AEFEN TN TOIERE TRYEZHE L,
(Cell History File) TWATEERIATH=HDT 74
https://www.gov.uk/government/uploads/system/uploads/attachment_
data/file/326823/Cellular_Therapy.pdf

HEEAE (Cell LYETY FOFIBEDEOICHEEARNIZEE S 8K

therapies) ,

IL-tESE—-h I ESE—-AE/NL ML, ESRREEFOHE - XEIZI 2 =T«
2%k (Cell EEDECEERBMITMBTHEIHE/NILERIID 1 DTHD, EH4E N

Therapy Catapult) IWNEERLGZEEDTY /AP —FFEMITHSTLSEA, WThEEDRR
BIUMREFHNEEMEZH AL CERL., BERETHLZGEEOY—E
AZFARTEDESITT H-ODEHFIL R & EFRKEZIRELTL
5, BIL-ESE—"BE2/NIL I 2012 F(2A / R—2 3 VORISR
ELTHRILSh, ZEICHAZ —FTHHMABREXEZEETLILEV ST
MHBEEEBIF TS, )L -5 E— " A4/%L Fi& Innovate UK DX E
T, 2HROMEAREBZEMLTCEXORREERILESE. BEE
EOMREEENICERARETHRENRICE L LABRFERICBITIELI LW
SEmEHE>TWLS,

- E2SE—-H | HEEBEORODYTSAFz—2 A ZOFFT

EXAVA NPV NV
ZTLA kA=
LT FT (Cell
Therapy Catapult’s
Seamless Freight
Initiative)
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1§éﬂ%mE%E§

F (Combined

1 D120 LESMOERSEE - (1 1 2771 LEMOEBEIEH A ERHEE A

HARAENRTEY . TOMBEL L LB ICEMREL LD LERBNEENT

Advanced Therapy WEH. HAHLEIEEMITL LFERBZSA T SMRLL LRSS A
Medicinal Product LEZBBROFTEEREEAONDERZARICRIZET ZENTELHES
[Combined ATMP]) ’ ‘
CRG BEER'Y) 7 7 L R4 JL— 7 (Clinical Reference Group)
&R F BERETOSH - REFICELCIAHREO HIHIEE,I MR, BEBSLUEHE
(Cryoprotectant) BEXRETLH-OICFERT 5EHA
Defra BE - 848 - BffthigiE (Department for Environment, Food and Rural
Affairs)
EUBD ExES Dm&IEEd 53845 (European Union Blood Directive)
EUTCD EX M ES QMBS K UHIBEIZEE Y 5384 (European Union Tissue and Cells
Directives)
BiEFaE ABEBNTHREICH L TITHhW 3 EEFHHOE IE’]#;EﬂE
(Gene therapy)
GMO BERFHEBRZEY
15 MR R FROER, BMIRE=IFM/MRICHIEaTEE SR

(Haematopoietic stem
cell)

HRA EEMEHE (Health Research Authority)
HSE f2EELX £/ (Health and Safety Executive)
HTA E FEBEES (Human Tissue Authority)
MHRA E% - AR 7ERESEE (Medicines and Healthcare products
; Regulatory Agency)
BUFEREATHEES | MMTSG [ZBAFSE. ERRMSSUBHELEHEL. BANDFREE

JL—7 (Ministerial
Medical Technology

AHTREA—RADEZRME L UVEH I 4 —%RET D,

Strategy Group :

MMTSG)

NHSBT NHS & - 2B HELRFY (NHS Blood and Transplant)

NICE B ERBTEIEMAE (National Institute for Health and Care Excellence)
NIHR E L {#EEFFER (National Institute for Health Research)

BEER EEMEOREFIIHIFEME LTE MIlE, BBE-IXRELERE
(Regenerative -EBEET 5T

medicine)

KRR (Somatic
cell therapy)

BRADEEFELFTBRICHETS SE2ITHE L=#E

B IT= (Tissue
engineering)

EYFHIREORETFERT H-OICBIET S LA TED exvivo &
Al - FEZHSITSAMT, Mg, TF. MHEBLUFEZEAEHE
THRT D&

@4»1&79—
(Viral vector)

rb«r;wu BEL. IRNTTRAEVA—HOBRVMNILABEFERFT S &
IRFEYMENFRERAVTRBASMTOAEZAY 84—
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YA = RBURBTFEEE

GMP, QMS, GTP Rk NEZHK LA D
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(H26-HBR B -A-FR E-004)
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mMaEREE B EF
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GMP, QMS, GTP B ONEE LA DO A KT A > DOERREESLICET 25

SERR 27 FEE
WIENr RS EE

MEREE BHERE EELEFERROEE

MRES : EIES, EEHS, FAEERSRE (ROEEERINTY) kOERLE
MEND 4 >O5BFOREEHE L VREEBIZETIHA T4 VEI2o0nT, EEE
7 RIRETAE L. BRI A R4 UHICRVATZ &0, BEECHERS
DEfE, BHEERL, ZRENICELREOMGRZREITIZLEEMET B,
KEEDZNFNOSBEIOR Y HLFEIZRDO LB,

OEEMLGMP TA KT

(1) BBV ARV A LV PEROEERLE S AT ADRBIZONT

PIC/S R4, ERREAS L7z GMP Z2EMNIZEBE I 57 010iF, BUEFT Tz TW5
MEZEOTREZERE L, EELNVOREREELOX Y v TEMBTTHZ L DES
TEREW, AL, SN -BESICK L, BREAEEESIVEER L, 8
BT AR ERALRETAZ L TEEES R RTI L2 ELE T3, KAE
EiZ, THE VAR AL M EOFRMIZPIC/S GMP A KT A L ~DE DA
HNFREINATICHQIONZEER L, TSI oW T ENELER~DEBE 2+
LT U MNREEZER Lz, ZOFKR, MBIV A7 RX A UOIERIZEL,
VDRI DENHLOBETHZ ENELL, ENREEREORBEIIRILI TS
EMTERVWREEENRE L ETELVHRBZREL VTR o7z, £7-, ICH Q10 2tk
ENDEORERLLEY AT LAOEANTIISHEOBEMBIC LY RE~RX VA ML
Ea—DBFNEREZTAHOOMABEENFEE L TWNWAZ EB3ShoT-, &
ETHIREEZIZINLOBEZTRT A2, BBV R <XV AL MO T
X, BEBIZRLENL Y RATEE - FHIOY — LV 2RETHZ L. BEELLE Y
AT DCOWTITEARB 7 ERER 2R T 2 L AFHE L T3,

(2) PIC/S HA KT A > (Annexl) DUETEEIZHOWT

PIC/S DEFEEIEMIZBIT 5D GMP A KT 1 > (Annexl) 23, EE MG FEOEN
FIESRICAI LR RE Y A7 <X VA bOBEEZ ANTZHNRFICHIT IS Z
LR, ZOEEIZEBEARGLEBETAZ LI oT, D=, AFEETIE, BAE
LTOERZBESHIETTEINL, BNOERFERE ORELRY 5o, BTN
A RTA L DEELBMT N EERTOBE 21T o 7o, RENRWETEHEDERRE DM,
FRIZ, BETEEE LTEELEZEZONERET =XV V7, BFFENTHL 7
N — RNy 7 AWEEOEIZOWTHRET L, BREZEY D C PIC/S IR
U7z, REEIIPIC/SHIERAEEXY 2R BHA RIA4 VaHR{LEEAFE,

OERBEBEWMS AL K51

R ERESERIT TICBITARE WM B4 CLT., FFoMS) #EExE|c g%
EHDHZLDPBETHID, AEFEIZORBRALIEET -0, BHE, HF
B B RICCTER 2 BE L0 2 8ERFEEER & W RICHNE~ ORISR B4
HEEREZIT o, TORKER, HICE - EEFREHREERFEESC 15013485 # Eifs
LTWRWH/NMEEZ LIS, 3T OMS BES I T2 BRI FRREL QDI L, WE




BHEE AT AOBRICEB L TCOD I EENHA L s, [EERITELE
REEORE~=aT V] OERICETF LEHRIEE, FEEIZ, BRICARL TS
MAAEE T FE~Y =27 ] KOV THFELSKE L BbN D&%
HFETHDH, EEEFREBEO/ENG, T S BHOREBIMENEADHLEITH
BLERFEEAESIIT L, BEXEND L) RIESHEZRITITFETH D, FRFIC,
PMDA & OB SRR O iR EhEH O FeiiH4) (L 28 £ 3 H 31 B £ T) 2N
g\%ﬁé@mﬁbr@%#&:af\%Qm%%@ﬁ@ﬁ&ﬁféiﬁ%@@f
60

OFAERERT GCTP (GTP) HA FIA |
% 26 SR B L BRI AE S T S, RIS GECHEEMES CHER SN H
%@%%@&/ﬁ@%l%@%ﬁ%ﬁ&@%gﬁﬁtﬁﬁéﬁﬂﬁ\%%Kﬁ%é
A EiZioT,
GCTP AR THILILERESNAY 74— a3 CD0T, EROBER LIk
T AT, BT T_EIFEHELE LD, PAL2THETH 28 BIZQ@®A ZHHLE,
MLy, BAERSERLOEFEHEZHEAT L7010, BHER, MSREORE
ROMHBEROBESRZIAR L., EANICEERT CEE T RXEH LR T,
Tz, PIC/S OBEAEEEHLOBEZDOTFIIZBERDO DD W NI H ERY | H
ALBETHI L7207z, BARDGCTIP & OBEEME LK DL, F3EEDO—EHDIE
@nﬁﬁbto%ﬁgm\%%ﬁ%ﬁi%%%@@&ﬁ%ﬁb\%%m&@wé%
/:E-O
I bz, BAEREMLICOWTIE, HEOHKIY R TH D MHRA 23FERIT 3D 5 il B
BEOEZFOMELAR LT, MO ESE LTEHIRREZED -,

OEELGEMAEEMP A KA v

PIC/S NERIZBE LIERY 25 4R IZ GMP EDOEREIEABM L T, ERLELEEE DR
Bt E ORFEEHLERT D2 LIThoT-, BICERLFMANIEEN 2
BREENZ WD, ERMA (ERLREREE) & ®-EE RMFIA—T—) REFT
EAH, b7 ue—NATHEHTI A RIA4 VUV EERT D Z EITRO TERN
KEW, KEFEIL, X, B2EDOHGP b GMP & —K L 2o TREERICEI O
. VRO (USP General Information <1197>DERERE NS FE TEIER L T
X 7~ IPEC-PQG GMP A K 2006 % ~_X— R |[ZEFE S TFI D 7 1 — )L BE K OV
EEHICET A REL TICERA E MEROBREOERZSEICLARNSL, HEDN
HA RTA L EFOERIGELEDIERICEF LT, TORE, BFEEEL U THESE
([CESFTARERIE, SHBOTa— bk B X TG E, BSFREEN D FEICHEE
LIEERED, RIEL B ERMEIC, BELZEHRISEEICRD AnD HétE Lz, &
|Z NSF/IPEC/ANS/363-2014 % & MBI U TEEIC L, SEEXERLFNA B £
GMP A FoA v () ML, X BEEEZ LD A DIEHRLITo T,

GyRRTIERE

fEILATRE  ENLESR ARSI
BRI [ESLE R AR R R AT IERT
KU AARERLININAHS
HAMS— WEEMKTE

AR T 1 5T 2 R OER
(GMP E8:E)
AAREMEAESSMEZESD T 4



