IMI’s flexible intellectual property policy

Support to
industry

Incentive to Freedom of
participate erxibiIity access
+
trusted
 party
Dissemination R Compensation
of information for IP

-~ ~, |inrovative
L Iml ) Hnedicines
pS o linitiazive

Fig. 2-15-4 IMIIZBT2HM BT OIRE] (ZEEELY)

3. IMIDZINETDORE
Talg T AR LIZEI O AT E L TiE, IMI O a7 T M IV B IO EN
decision making ([CENZTEBRLZD, FlZIL, LT OLORER B H ST EI0E R T
W5, FILWET VMR ORBEZBNET 7 a7 NCIE, LV EEE R & 570 &
ERBRESI, ROT, REICIVEBINZNEID HKIICITHEFIE O AZ 2~
DR IRINTeEINE R DHEL TS (Fig. 2-15-5),

The measures of success

SUCCESS

New models el Implement- Impact on
developed & standgards ation by regulatory
published industry guidelines
Better Science = Better Decisions
/i—\ nr

inrovarve
ML) | medicos
W88 linttiative

5k

Fig. 2-15-5 7027 AR RS OHI W 2 (2 SRR L)

Fo . IMI £ 7 a7 L0 ARIN-Hm X OESFH M E 272523, Citation Index 1%
FNIH (Foundation for NTH) < Wellcome Trust D% 1% L[] -> T3 (Fig. 2-15-6)
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IMI projects deliver excellent science

World average
Ti Pharma
Wellcome Trust

FNIH

0 05 1 15 2 25 3

Citation index

A ™ t(cJt

Jmi

Ng?”’ IR mal

Fig. 2-15-6 IMI 0)%%7"1:!7‘?1%@&35% :Eﬁibg(‘%'ﬁﬁﬁﬂim

B EFH O@BIF EL TIELL TR ZE T b nd,
@ Schizophrenia D EfE R ERER (67 RBR) DG T —FN—ZAEHELT,
@ REM:S3TILEYMOBET —FX—REBELL,
@ European Lead Factory:/&YE® IMI 7177 A0 ENABLE L3[R T L&
W %R PR BB S CHEE L 7= (Fig. 2-15-7),

IMI’'s drug discovery platforms

European Lead Factory Focus: ELF Budget:
identification of new hits = €92 m EFPIA
‘Qualified” in-kind
hit = €80 m IMI JU

europeanleadfactory.eu

=T |

Preclinical Phasel Phase il Phase 0l

ND4BB Drug Discovery Platform

Lead Clinical candidate Phase 1 ready

ENABLE Budget: ENABLE focus: to move promising hits
= €26 m EFPIA in-kind into early clinical development
= €58 m IMI JU nd4bb-enable.ecu

——\ | Y'

s

Fig. 2-15-7 Europian Lead Factory (ELF) & ENABLE Ot @ (&l (Z & £HL0)

4. IMI2
2013 FIZTRTTLA TR T Lz IMI(IMI 1) D%k 7my =7 e LT, IMI 2 28
2013 FLVBHLAES TV S (Fig. 2-15-8), FHRIZIMI 1 L[EL~L T, EU A% 1.6B = —1,
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EFPIA 73 14B ==—n fE¥N 0.2B =—uZ2Z LI H T3,

B ERLERDOELE (FHERNPIEE?) ICEREL T, FA7 A ALUHAD
TIE—DBML A REL 2> TS, IMI 1 Tt &4 ThozE RS OB RLHEEIC
A-TLB,

BE, RSNl T AL 2 2DOHRTHEIN, ERNICHE2 O H ERY, SHITITEA
DFEBEEL T Evora HILAABKR O v/ T AL EFINTNEEZATHD,

IMI 2 — building on successes of IMI1

EFPIA direct

European
Commission
From H2020

and indirect
members MI2
& dther sectors E
1425 min 3276 min
213 min

= Focused: stratified medicines and healthcare priorities
= Healthcare solutions: prevention and treatment

= End-to-end: R&D, regulatory and access — move
integration a step further

= Multi-sector: within and beyond life sciences

1638 min

—
QM) mads =
L o linitiztive

nitiativ

Fig. 2-15-8 IMI 2 O E (ZEEEFLY)

5. @RI arT ORI
UTO7TarZ MO TEBICE I 2520,

>

>
>
>
>

\S

Y

73A: ONCOTRACK, PREDECT, QUIC-CONCEPT, MARCAR

EYIE (M E 72 AR) : ND4BB, COMBACTE, ENABLE, TRANSLOCATION
Y E (F#5#%) © PREDICT-TB

MR AFFE . EBiSC., STEMBANCC

BEFEIE: EUPATI

ONCOTRACK

2011 £RICBA%A, EFPIA 2 B 7 f£, 70737 8 BB, T/ A X432 3 S H,
VAT AALF RV EVBAER TOF RSN A, BT A A~ —h—%
BET 5,

100 FIBORIGNABEHROMBOLEAIv I AT T —F R OBERBKES
fE L7z Xenograft E7 /L TOEBIPLBAFNCK THEZ DT —F%ITIZ, in silico
DET /L (ModCell™) 2L, FHNAAA~—H—FERROEZFH OY —1Ld
Bs

PREDECT
2011 #2845, EFPIA £ 8 7 fE. 7737 9 #E8., /A X% 3 (RS HE,
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BADIRREE KU BB FRIMEZEF SR 72 in vitro & WV in vivo ZEZEEM A
HOVTAIEEN S FORIEROELEL BT,

BRI, 3 RTEBEZIOEEL, NV AV 2=y /< ADE AR 23 AT
B
EFNRTDEBAIVI AR T — BV AT AL F 0P =000 T 7 a—F TR
Br3 2281289, in silico TORIFEIER 5 F D L HERFEICH R T2,

® QUIC-CONCEPT

>

VYV VY V@

2011 4E1ZBH%k, EFPIA £ 8 8 #&, 7 A 737 13 #E8, /N A X% 1 £, FEEF
& 1 AHEI2E,

BADE N, A~ — I —%EFE T 5D, PET, MRI, CT Bifff & BEM LS AR o> BE5H
RIA—V A, TRV A% CELE B ENT FIEEHEL T D,

BRIEIIE T T LV COMREIT-> TB03, 2016 4E1Z Phasel R RABR CEASND
FEEBEELLTVS,

MARCAR

2010 RIZBA%s, EFPIA =B 5L, 777 6 B9, /A A3 1 132 H
B AF D non—genotoxic RBEBAMEERE CTEAINAF~v—D— %IRRT D,
BEIORNBAMETRNCED, BB ERZEIR TEHXIITT S,

TE VRV AR microRNA 026D 7 7a—F 2D TD,

® ND4BB

>

SRANTR 1 B O B, BRI CrI4ER 25,000 ADSZETS BFHERIZ1.5B 2 — 1 lET
BHEEDLNTVDH, FHTIEAIOBRREIMER, 20 30 F£HIC 2 FIXARSNE
DHTHD, ZOBRZHE A, 2011 £E1Z EU TiZ 12 @ Action plan Z3% E, FD—D
WCHH A OB R 23 EDILTND,

&=, IMI Tt Discovery BN GEERBE R BB E CTERAT — VU TOFRIE
KO R OMRE, BLE BT 70l T70% 7 O3bh EiF. FhoaHiE 57
0/ Z AL LT ND4BB 2385 (Fig. 2-15-9), 600M =—uzi x5 EU FEILH S
ns,

AL, fEx DT arTh05h, COMBACTE, TRANSLOCATION % U8 ENABLE
WIZDOWTRMEZ T T,
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Overview of the ND4BB programme

ND4BB cross topic collaboration and dissemination

Economics &

stewardship Development

Development

ND4BB Information Centre —
Submission of legacy and ND4BB data for shared learnings and best practices

[ 6t Call (Projects started Jan 2013)
1 8" Call (Project started Feb 2014)
BN 9™ Call (Project starts Q3 2014)

[ 11 Call (Call launched Dec 2013)

.
;m| N imecicnes

iinitiative
Fig. 2-15-9 ND4BB O E (ZfEE£ILY)

® COMBACTE

> 2013 £EIZBA%h, EFPIA £ 8 3 %L, 7737 29 8B, F/hN A X3 1 1S H,

> FEAIODENEFE DD, 34 »H 294 JFEENS N T2 F v k7 —2 (CLIN-Net) D
BEIZIV BROLER . Xy N —JZ2ER LR RBROENR ., BRRREOLR
fbx BT,

> BHOLF AL L, GIEKR, R, @ F0T —Z0EF . fiBERRBRT —2D
PK/PD MHOfER, B DOEERRRT —ZOMERBOT VAL ~DIERZRENRE
B Tnag,

» MD14893 (31 S.aureus /72— F VHUE) ICOWTDRY N —ZIERDET Vo —
AL TORBIKRABRZBEICRRBL TV,

(@ TRANSLOCATION
> 2013 ECBE%E, EFPIA £ B 5. TATIT7 14 B, T/ A X2 5 #0138
> ZHRIMMES 7 AEEE OB B ZTM T2 R0OEBEELBERET,

ENABLE

> 2014 FICBHE, EFPIA £ B 4 #L, 77 I7 18 #88., F/h A X% 10 13S0,

> BEREFATCRIEY —X2BRTLH7/al/7LTHY, Jlo IMI 7arI5ThHDH
European Lead Factory T? HTS Oty MbE&Wa &E L L CTEEIRRBRICANLDILE
WaERIH T 5,
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> FILEMEICRTAIREBIOV-NMEEHE 3LEY. BRFERE#Z 2SR
BLTEY, L7alsb 1 {LAMITRIEER DS Phasel # B ¥ 5EE 2 T3,

© PREDICT-TB

> 2012 FE|ZB%h, BFPIA £ B 3t 7737 13 B, P/ A X% 2 #, BEFH
& 1 FERSm,

> PFRRIECREORBREBE T,

> K[E. Critical Path Institute OFEZIBEERBICELTOER oY=/ ChHD
CPTR 7'uv =7 hREBARIIHY FROLFEZED TND,

EBiSC

> 2014 4EICBR%A, EFPIA £ B 6t 7737 S, /A X4 % 6 4L, ARIHEES
% 6 BN SN,

> iPSHIMBONEE A, FFEHE ~DOEA IS -5 R DR T4 2015 FEICHEL
T3,

> 2,500 A RBFE K iPS MR A BN N IFSERE B DINEE L | 2016 R ETIZ A Zu 1k,
179,

STEMBANCC

2012 “EIZBA%E, EFPIA £ B 11 #&, T AT IT7 EH /N A X4 23 BB/ 0350,

iPS AR O BIZEFI A | BTN &2 &M FHE ~DOTE A ERIET D,

B H ¥ iPS MIOEBAN= XL ~DIEH 500 4 DEFEIE iPS MAaEK

1,500 #REISIZ BT, AR BRBIIT AN, — N—F UV AL i R RIR

BEFERFICKRDIAATND

> iPS MREDOIEREIEICOWTIE, BARDT AT Nyl ES 0 T AT NARSZ
—ICXBBEEFEAEICKE LTS,

> iPS MARa DS R HIl ORI A B L BRN LA O S B I e 2R 47

Do

v VvV @

@ EUPATI (European Patients’ Academy on Therapeutic Innovation)

> 2012 FIZBRAA, EFPIA & B 18 #E, 7 U7 IT LA HEES 8 BRI L 4 DD BE M K23
Zm,

> BECBREFHAREZHFEOHEMBOTATCOAT U TERVIAL D BEF~DE
BROFERBICOVWTOHBERLERREEEZIT,

> BEA~OHELLT,. 3 EEOFELZHELTRY, LIV~ 0h, Patients Expert
Training Course, Educational Tool Box, Internet Library T 5,

i R
ba—<v AU RAERMROBEEIHNCB VT IEEICS IMI OF RILREEESHZEY
FFCEEN [ EFPIA ICX L CDOEHRINE THoT2D TIRWIFE R ETIHFNDEN TER
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inote, A E, IMI AR EZHNAIBEEZNEEE, BBEORREME 0V =/ bR — Ty — D
Boh, BEEICEZHCIENTE, IMI O 7Y W ERICEBRAL QAL BIZIEZOHE
REHDIENTET,

2008 A IZ IMI BEXSZS4, 2010 FICRAOT 0T TLNLE BB, Z0% 5 EREOHM
W50 EDEREE a7 E R EIDIL, BAOE REEDEFELELHLR
72 BLDHTHD,

FOEREZEZ CHHE ULTOEE, —HH#ERLHLR, BNETLND

BENICTFEHVET, ML EITH% s ERECE&RESEAINL VDL

EFPIA 2 IE OB TIIR, Y., FHESLHMMEDOREIZ 70T, &~
DIN—FILI T B oTzD TIERWD,

Ty FALILD BT ~ET TOFREDPEH RSN TS, EFPIA 60T — <250
b7al I ABRIEET 1 FUREVIAL —REIXFHRECAMEA DT F AL NIESTET
WaHbEE oD,

7ar S50 BERENE BERFIZZITANSTVEDIZR>TND,

MY OB BITR NSO ABRVE D ZTH0TIIR, EXRMLRFEROT, &7
07T ADRFATECTTLF TS IR L TN A,

LR T, IML REOTal I REELO /o \ve EEMUETHTITMIL14 T DB
SINDHA—T 4R —F—DOHIBEEPEE ERERBEEZRZLTVEEEDND, £2,. b9—D
DEERRAILTIE, — 2D 71/ T 57 EFPIA £ B ¥0N KK 5 R EES ML, RE
EZEB D pre-copetitive REHE LS TNARBHD, BIEOREENHE T 5 MOEED
pre-competitive 7RI T U BELR U TNELD D, ZOHFAVENTH Y229 AP NELRD,

CDFEE A, EU L EFPIA, ORI TEZ IMI V& & & THREL KM ZELE 2D,

BEOLENSETIHE REHEIL, KETH AMP (Accerelating Medicines Partnership) 13U
DNANAREDNRESTND, FHERRPD, AF 4 A LVEE T2 0 RERFAHFBHEBICIE
DI BRI LR Y700 FROBEE, REGESCEREEZERZEEL T
LTEY ETFonsZ a2 535,

(g ER)

% H & Bk
1. FEEE
1) The Innovative Medicines Initiative: The European engine for pharmaceutical innovation
2) Project Overview: PreDiCT-TB
3) Project Overview: NEW DRUGS FOR BAD BUGS, ND4BB PROGRAMME
4) Project Overview: MARCAR
5) Project Overview: MARCAR
6) OncoTrack, Methods for systematic next generation oncology biomarker development
7) Novel complex models for cancer target validation
8) Project Overview: QulC ConCePT
9) EBIiSC: The European Bank for induced pluripotent Stem Cells
10) StemBANCC: Stem cells for Biological Assays of Novel drugs and prediCtive toxiCology
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O

11)

Patient Outreach

12) EUPATI: EUROPEAN Patients’ Academy on Therapeutic Innovation
B A R
13) IMI JU SCIENTIFIC PRIORITIES FOR 2014
14) The right prevention and treatment for the right patient at the right time
15) Innovative Medicines Initiative Highlights May 2014
16) Innovative Medicines Initiative 2: Europe’s fast track to better medicines
17) 1st Call for Proposals 2014 Innovative Medicines Initiative 2
18) IMI Intellectual Property Policy
19) New Drugs 4 Bad Bugs (ND4BB)
20) The Innovative Medicines Initiative: a Public Private Partnership Model to Foster Drug
Discovery
21) Public-private partnerships as driving forces in the quest for innovative medicines
%z &' OB
1) HS LR—M75- 5 23 FEELa—v U A U AREM F ESHE W6 i F

2)

HS LR —M#84 - LF% 25 EFEa—~v U VAU AIEH M R EREESRESE
(FEFEEEICLIIAIEE —THTFITRY —A~DAIE T EIE — |
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2—16. Cancer Research UK (CRUK) - Cancer Research Technology (CRT)

Cancer Research UK (CRUK) - Cancer Research Technology (CRT)

Bt T #i: Angel Building, 407 St John Street, London EC1V 4AD, UK
B 5. +44 20 7242 0200 (CRUK), +44 20 3469 6300 (CRT),
F A X: +44 20 3469 6400 (CRUK)

Homepage: www.cancerresearchuk.org/

M O A B 20144 108 31 BH (&) 9:00~11:00

m R % BT LR

B #  #&: Phil L'Huillier, PhD MBA
Director, Business Management, Cancer Research Technology Ltd.
Dr Ola Zaid
New Projects Manager, Clinical Partnerships Team, Centre For Drug
Development, Cancer Research UK
Chris Baker Phd

Busines Development Manager, Strategic Partnerships, Cancer Research UK

Contact Person: Andrea Schievella, Ph.D.
Business Manager, CRT Inc.
Siobhan Kennedy
Executive Assistant to Dr Phil L'Huillier, Cancer Research Technology Ltd.

m % B A9
LIFTOEBICETIHE FRINELZITIZE,
CRUK IZBITDNA DEEER EHFFE 2% CRT ORERE R ML DEEIRE)

@B N R
3 ANDOFRBAEIZEL > T, CRUK & CRT DEIfREHERE S HH | BRIRBABRICBIT AR ELDEE
K O, CRUK TORBHEERIZOW TR BRENT,
PIF. FHEBOHMBEARNELETT,

1. Cancer Research UK & Cancer Research Technology LTD DO#EEE D3k B

1) Cancer Research UK (CRUK) D Z
CRUK |3 R~V OB FEE R LI DFRE RN O LR 5EE F v T —7 2 &L T
Do
CRUK ZH R B RAEDORATIEDOEEHE THY, FROFZLAEBEHRDOFM D5

107



DS T, FBIAFZE T 5L 350M 2R R (59 620 (&) 28 2, 32 E N OBFFERT.
BERRBRI=y M FlE. KE~DOEE&RHEZITo TS,

CRUK O — VD1 2L T, HEICBITANABEDAETERES% 20 F/H T BE A
D 3/4 £TH ELYBIETHD,

BADOERBLREE, DADTE., BRHIRZEICE T, TV AY=—XDE WA,
RRIEOEH, THEFZEIIHL T, BENICS#, BREZToTWILEEZEZ LT
D,

2) Cancer Research Technology (CRT)

CRT 1% CRUK DA AN HRAL L7 T BA S LR R R OB B R EZHEIIM THD, 125

ANDAZ7 (N 70 AB drug discovery unit IZFTE) 735720, B RUAZARER, KEARAZR
ZUS XD D, 2014 41X CRUK IZ 1TM RV RFEEERELTILNTE, 5 4

FEHTH 55M ERVROFM B TELLDOLETREL TS,

CRT D41 O BEFRIR L 72 BHFFEFT . K% % Fig. 2-16-1 12777, CRT IZZEE KN D L OHF

e, RE~E ML, ERFFFELITo TV,

THTIT DA HE 2= FME~D#FE <S> CRT Discovery Laboratories (CRTDL) (231>

T IKD e "AFRFZE D72 80 LLEDOF I HE 0l T LREITH THD,

Center for Drug Development (CDD) (3B HDWNIT AT I7 H R DA I — X DR

R, RHBRARRRE 0 FhICd LT BB HETV, EROICT oY=/ 2EE ., 7

—Hw RV AN BREBEOETEIT > TCND, ZIWETIZAISL BB ANTKT 5 Zytiga, X

FEBE 2595 Temodar, i 28 AAZKE 9% Alimta % CDD (L2 B HIBE O EE N D,

CRT’S SOURCES OF INTELLECTUAL PROPERTY

/ Thesomctct Pammacy % Bir Ll L ﬁ CITY UNIVERSITY w AM!LK “g‘rh BAT H w&

Bl Uﬂl\fmtyof THE UNIVERSITY of Mok T fnetath of TING'S
(= Ko . G ivireoo BB BRISTO & ICR & R NS
LONDON
8 UNIVERSITY OF
»éx / & University o, \Q Queen Mary CAMBRIDGE
Leices
.r\ SlGEM)L‘S ler Ursarsty stLevkn t "7&:;“‘
Imperial College Iniversity
London Hlasgow
s UNIVERSITY OF
STIRLING ‘ e
e [ z: s, | TR 5 gumvmsmr
I n = : UK ARC | i or ABERDEEN
uc PR ———
| e S cancir | camaring Ly BEATSON
@Unlwmny 3 RESEARCH | INSTITUTE . RESEAPCH | INSTITUTE gaires
8 i . UG 4% A BANGOR
P 5
LANCASTER A - s“'“mn'm@pm; i University of Essex
axrorn N CRUK INSTITUTES ) Klasgow a
B\ CRUK CENTRES Jus =

Unverstyt Zek dovghs Undversity of Sussex:
\ CRUK FUNDED UNIVERSITIES

__fb CANCER

10 %ﬁ,p TECHNOLOGY

Fig. 2-16-1 CRT A& Z1T\, FIB R FE D EBEL R DT, KF (ZEEELY)
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CRT @ operational model £L T, CRTDL 7’ Academia, Commercial Partner & DF %> 7%
B DFLVET VAR, AstraZeneca, FORMA, TEVA % L7 747 L A& fHfEL TU

%o ZDOET VOF|RELT, CRUK 3E &ML TODIR T ADBFZERT, HFZEE LD

7. FHOERIZH OB LZOBFEITIITSH CRTDL OFFAR Mm%, EEo

A LI DRI L VDT T ATIT LR EORLENTZ AL NOITHI LN AL
o

2. Clinical Development Partnerships
ARtwialTik, CRUK MM O CDD OFEDOF R EEERBERICRITAhELDEE
DFER CEBZHLICHAN RSN,
CDD 2 1982 FITFR LS, 23, THTITHROAIFE S — X OIEERR | 7 HIEE R 5 %
Tar I AL, Bt v X =V AN, ST AORTEME TITO,
CDD [ZFHBRE TV RAET VERMEL, BEDOFH THHR—r7 44 (prioritized HBD T
deprioritised DIREZEH ) DT oY=/ MIX LT, #EFETH=5,
TAVETIT 120 LA EDEFYE O Phasel/2 1T > TEZEE DN HY, 6 DD product 1%
D Efigiiz, (Temodar/temozolomide, Zytiga/abiraterone Z)
BEREOEELL T, K TG W 68%, EHFHRFIN 32% (ZDON, FiikEK
3 60%., V7T B 20%) Thb, BRAEBROFEELL TIL, First in Man 2% 61%&EFEF (T
FEBE,
Clinical Development Partnerships (CDP) DEEEDFI LT, BAEETIZ 10 oL
CDP LOEKID KRG S, BTE 4 F3H#EF Th D, CDP DEIED /AT T A% Fig.
2-16-2 1R T,

CLINICAL DEVELOPMENT PARTNERSHIPS — CURRENT PIPELINE

asEl

EXPLORATORY | PRECLINICAL

GSK1070916A GSK AdvancedsolidtumoLrs ® & &8 & 5 8 8 8 8 5 8 8 8 8 0
IMAGS0 vg‘i’e':"““b""e"‘"‘”' Glicblastormamultforme |8 & & & s la & & & sle & 6 & o

AT 13148 Astex Therapeutics Advancedsolidtumours @ ® & & & & % # 8 & 5 &

AZD 0424 AstraZenieca Advanced solidturmours @ 8 & 8 & 3 8 8 8 8 8 s e

AZD 3965 AstraZeneca mg:;"‘» B

DI-84 Merck KGah Leukaemia;Lymphoma (® ® @ & @ s » » ® & & * »

AZD2098 AstraZeneca Renal cancer LB

AST-VAC2 'AstenasBiotherapemcs VLungcancEr T

Py
Eog G | T
"ty TECHNOLOGY bty UK | DEVELOPMENT

Fig. 2-16-2 CDD OBIED AT T (ZEEELY)
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FHIOHF A IZEE T 5 Alliance [IZ DWW TDORA D FHAINIZ, CDD IZHRIERFE FICHDHE
ERDOFEANORI|ART =BT HH HRBRICE L T %, AtraZeneca, Eli Lilly,
Astex, MedImmune % &3] TIT-> TRV, BEOBELZB X -0t AR OB, Bh=0f
AZRETHDDIERK TOTa7 7 AR SO KRG IF RIS T2 T E TH 5D,
ZD CDP OET M, REICK LT, R OER ASATIA IR T DM /Y
W EEDOHER], I DR T — 22 R ENRFTHIIEN TELEFHRE TV RAET LV E
35, CRUK (31 R KOS LI BARF R THY, FIBAKIB R CEREOD
LEFIEMTHY, BELEHEL T, BHFICIVZLOHAPAF ZRETIHESEZZATH
Do

3. CRUK Stratified Medicine Programme 2
3 %&H D&y ar Tk, CRUK OB RMEERFEICOWT, @B EDORE (SMP1) B %
Z.. BIfE#E1TH TS CRUK Stratified Medicine Programme 2 (SMP2) {Z- DU\ T D FEA A3
RENT,
2011 5 2013 b7, ZHERNEZHLELTZH 9,000 A DBF IR L TRIEFAIHR
EBRTONIER, BEOENRRR THoIY, XD 2ENE N0 lbdbY, RIFRRE R,
& im a5 DN TE RN 72 (SMP1)
SMP2 IZB W T, EFEMERLL T EVWEETHIMPAICEREE THILELT,
EGFR ®° ALK W7 ISR E D NAAF~ =N —ilE> T, BIRENTAD B DO BE & X
B LT 55 ETORBHMLIEE D J ¥ (routine stratified therapy) Tid72<, Fig. 2-16-3 [Z/R
TINERONAFT =T — Lo T BROEA ~DOT Fu—F 2w gged 27 mr 7
2 (CRUK Stratified Therapy) 235 B SU TV 5,

CRUK Stratified Medicine Programme 2 (SMP2)
— CRUK Stratified Therapy

o

—> Biomarker A :
Drug A

—=ie
— 1
=e

Biomarker B :
DrugB

e [
=i
|

—
o =ille =ille
& i.
|

Biomarker C:
Drug C

Biomarker D :
Drug D

58% CANCER
% RESEARCH
Ahuie UK

Fig. 2-16-3 CRUK BHLER 70/ 7L 5BERBHILOFIE (ZEERLYD)
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K70 T LFZLLETD SMP1 THEML SN0 FBIBFEHAI)—=2 T DREZR, #E
REBECEYRB AT CEREAN R T I BN L EEREE MR LR
KRBT 0T T L THD, AT 07T NIHEBM, FHROLAM ., R OBEISE. 0 K
EEZATREE LD D,
R THFITEORFEETINVER TSI THY (Fig. 2-16-4) , FIE, 20 M
FRUR UL EDO¥ & %E T, AstraZeneca <° Pfizer D 14 FE¥E UL F D EF|Z A WTRER]
{EEROEEZEDD T E THD,

FEBHLTVAI) =07 RER S =T D TRV OREEE LT,
illumina 23/3—hF— 2@ T, ZEDOEE T Z & (single nucleotide variants, insertion
& deletion, copy number variations, DNA rearrangements) D& & 2179,

CRUK Stratified Medicine Programme 2 (SMP2)
— A Collaborative Model

illumina : s e

* Combined investment
>£20M by current funding
partners

: . * Up to 14 AZ/Pfizer drugs
] DH Department

CANCER
RESEARCH
UK

CANCER
RESEARCH
UK

Fig. 2-16-4 CRUK BRHLEER 0/ T I BETT NV (ZEEELY)

RK7OTTEIEBNTUEL, N F~—T— AW GERIRT 52D arm, cohort (2L T,
BEHOEH RS 5 (Fig. 2-16-5), Fio, TXTOREBEME T XTOD arm IZ&M$
HIEEFERIELLD TN,

SMP2 {2 UK NDEFHLERDERE FiEEE A, XA BEICIVZOIREZRREE
LT THAY, A7 17 F AT CRUK ® ECMC (Experimental Cancer Medicine Centre)
BRY N =7 LE N T ERORRA LD H D,

SFBEFNT VA== 7 DR ERFETHRT5ET MTEE | AR — B
EEILLST, FRERDTHAI,
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CRUK Stratified Medicine Programme 2 (SMP2)
— Multiple Arms/Cohorts Based on Biomarker Selection

3 Biomarker Arm 1

///
-
—_— e —> Biomarker Arm 2
AZDA4547 - FGFR =S
= Biomarker Arm 3
—

gt

AZD2014 - mTORC e Biomarker Arm 4

7 Biomarker Arm 5

Palbociclib - CDK4/6 i% Biomarker Arm 6

Crizotinib - ALK

Selumetinib + Docetaxol

3
[¥)
S
(=}
S
o
2
b=
S
£
S
o
oo
£
wv

Medi4376 - PDL1

Biomarker Arm 12

; Biomarker Arm 13

Biomarker Arm 14

5% CANCER
P - RESEARCH
Aty UK
Fig. 2-16-5 CRUK SMP2 IZ B} 531 F~— 1 — TORPFIZLHIBEIEDER
(ZHEEELD)

B &%

CRUK R ERKBFEOBRAFEOREBAK CTHLIL, ZOFMHEDEOE RS (FF[H 350
M ZERUR A 620 BH) IZE ST, ZEOFMULICH 755 2 5 (HDWIEIBL O EEFR I E
Z)RARLFIRESBRDIEEZK T, BEMITMIILTNABZEBHY . CRUK OFLBA KD R
HBAZIZH1TS initiative, M B MEIZBRSZ > TRV, BEEDOFHE R —LT7+UA D prioritization, *F
SEBORR BREICEIEFTEEES., ROEEBNEZREL, 2 OZLORDEFARHLHIL
WAL TRV, EH, BRINDOEZELOBEENERE THLN, A ARBELOLFEFFES KL TIE
ToTWNARZENDLL FTHROTFBARDE =T hDONYTF =2 a LT, R 7LD
BRI T, Fi#%H 95 CRUK COE#E T B ADOREE P E I Lo THRER AT ST,

(P FEE)
% #H & #h:
1. #FEAEER:
1) INTRODUCTION TO: -CANCER RESEARCH UK AND-CANCER RESEARCH
TECHNOLOGY LTD

2) Clinical Development Partnerships, Releasing the untapped potential in cancer drug

development
3) CANCER RESEARCH UK STRATIFIED MEDICINE PROGRAMME 2
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2—17. UK Trade & Investment (UKTI)

UK Trade & Investment (UKTI)

Bt f£ Ht: 1 Victoria Street, London, SW1H OET, UK
= %5 +44 (0)20 7215 8000
F A X: +44(0)20 7215 2471

Homepage: www.ukti.gov.uk/

W O3 B B 2014410 H 31 B (&) 12:00~13:00

m % % T LERTEM

m #  #&: DrMark Treherne

Chief Executive, Life Sciences Organisation

Contact Person: #3 M+
B REXRFEE 5 -HEREL T/ Am0 R HERE ERE
L

m o B
UTOEBICETOHE -BFRNEZITHIZE,
UKTI DTAT AT AFEEZE BT ~DO B
Fric, Rk 25 FEEANRES RN LOES

aoom A

1.  Minister for Life Sciences
2014 4 5 B 1% L< Minister for Life Sciences A&7z, #IfRi, George Freeman X
23, Department for Business, Innovation and Skills (BIS) & Department of Health & i&
& CEmENT,
BRI, BSBELRLHNL. SAT I ATV ZABEDO R F ¥ —F ¥ 2L K T AL
—aF NIV —FEMOar A Z L TORBEZEL, A7 VA AOENTE .
TR DO ITIZEAD,
ARAMERIT BT, BREFREERER YV -2/ OMNT BB FEi2E
HANRTAINEBELTHIETHD,
FIRANEFFFIZHT LR BEINDHMAAIZBWTL, ERBEICHROAMEZEDTEY, 4l
BEHRFET, EFHOERFOFIFARBIANOHENFORER., Mk ER
HHROMBIZERVELIEL TS,
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2.

3.

4.

5.

2014 EDOFATH AT ABEOEETE

2014 SEDFA 7 ¥ A= ABAED BIS FHIT 4.6B HARLFTHY, T4 7 F AL ZBED
ERERL IR O 2T 22 12 X &5, Department of Health (NHS) F 13, 128B 3R
YRThY, BRERV —ERIH LT HEND,

O EFEFENERSNEF CIAT AT ABE T EIT, MRS, L T05,

UKTI Life Science Organization

UKTI Life Science Organization ELCid, TN F TR BH R ELFHENREEZ ST
FBRARE L CTEER, MEREREE L. M MERRFCAESE TRXETDIELLE,
UKTI Life Science Organization DAy 7%, BEEAN OB R ARG 10 ARREDBY.
FNLUS DB TIIMDOEE S FL2FEL THY L TWAIBEENHIN, HEANEHIZ
50~100 ADBEEBIZ->TRY, Fie, EEANDOKRFELEZED 107 DFTIZ 1 0oL DARZ Y
TBND,

BEEIA TP A= AR B R

ZIERIE, FAT YA AOT Y /ay— 438 LU T, Big Data & Genomics {Z7E 7L T
VW5, Big Data {2 DWW TiE, T4 7 A AEBIZEBVTiE, NHS 1265 6,200 5 A5 D
B NEBE T —XDEFNEREZE 2 T5, Genomics 22Tk, NHS IAZE 10 77
NG DET ) MENTEZITU, L EREOREICLAER AL BHEL TNV,

UK Biobank (22 Tid, NHS OEF 7 —& X NHS I[ZF T SNz A e e 0@ #2317
DITNWD,

The Francis Crick Institute 2%, B, Wellcome Trust, Cancer Research UK Z£ D& 412 &
D, 2—pRZ—OuRUAZ—IFLDOar Ry MR 7S RABGE RIS, BRR T THh
B, )=V EEDOBPAMIEE Sir Paul Nurse BYIRFTREZHE DD, BAZFLETD
R BICE T AR FEEIT,

INFETEE A ZHETCABRSN T EIA T AT ABEREDOT —F_X—REHE L,
RER 2 \ZARTDITE, £ 5,000 HOFEHREFE TED,

I SRR R 2 A R

EEHEEMBEICONWT, EFEKOBENVELT, EEO KRB FIT, BRI EL,
#] 2 1L, Cancer Research UK &, 1900 ££4XFE+£ D The Imperial Cancer Research Fund &
The Cancer Research Campaign (CRC) 3& L7z D THD, £7-, Wellcome Trust i,
Sir Henry Wellcome 8l 2 5l 38 £~ 2 (Burroughs Wellcome & Co) DRRFFEENE BE 12 %
DT 1936 FRITRRSLEN T, — 07 KE R FIE, i, £, A EREOEE
ZREICLIELOBE FIATIT BEXZOKEICHR TS Bill & Melinda Gates
Foundation, /N7 NA&—@D& FEIZH 37 % The Michael J. Fox Foundation, {b#% du &
¥4 —F—DOEEIZH R TS Alzheimer’ s Drug Discovery Foundation %723%%,

FEEICBWUIFMC T 28HEEIHY, 22T T2 FRMERIREHICT v
U7 tvay 7 (VAN vay FHRbOT, Pl B H R L FA) AL, FAEENIZA
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BLREIT-TND,

Fle, R DT KRDOMBEREL T, FRH OGN, BREPFESORENDL, ERLBERFE
RNT AL =gt A —FRATOR B HAEO LV EZENITRRICERIAR LY
TRLTWA,

FEEOEBMEEL T, KBEZRFIEL T Cancer Research UK 28F 4 THY ., /NRE:
&L TlE, Alzheimer’s Research UK 2375 4 Té 5, Alzheimer’s Research UK (%, /N
BThozL, RBEHENNEERNIE, AL PAIICLIEBLRVWEDEB T, FiHiC
HEHLTEY, FRICET2EBRIIVMOREBICIVERNRESFELERL TV,

6. A AE I E R A Ik
FAMMEERERICOW L, BRI iPS M0/ —~VEELRIZE LI LD,
BEHEFLOOIVITREMTFLE 2 QD ERTL b 05l g AL 8 2B 3 5 3L [FAF
FEDTDICHENZEH LTZ, Cell Therapy Catapult 2351.00E72-> T, BHEIEfE ., ST/ FHE.
TR ESIBEOR L RIEHZIT > TS,
UKTI &L TiE, #fS5<OTEITLTOD B AREDEEIZOWTHIMEICIE A TR, &
EANOEFHEIZEENT TONEZNEE TS,

At B

AEEOHM T MEDEEFATI AT AEROHMICOWT, BERIGERNTETY
YT ET T,

UKTI (232 ZHAEERR L TR TV a2, RENCBIT 2747 A= R 53 B O Se B 72 B
MBDBNBHDH—F T, BEFEOIIT, BARIZIIRVALN TR, HEIZBITE7A7 A
VA BEOELDOD B A (UK Biobank, CRUK £8) IZDWTDFE BNHY ., IEFITH RITEL
Do

RRICARFEEIL, A/ _X—2a OaAMEHEEZHENEION 2 LWOSBLRICBWT, BEICBITD
Minister for Life Sciences (ZLDH7-725EK &, T AEMEICLDIEENOOEHE A LN, FHl%
MAZENTE T, IEEIT, EXBOFIEAFBIANE KT 55T, BRLEERSCH D EBE
DORELTHHEHFHF CTERVREEOBERBRDLN TS, TD—F T, ZIREIIHFHRATHD
BB EZHET T —F XA RE T, RRORA TSSO MICE R BEL%
J. KBTI RAOEEESTH A/ _X—a D&Y — AR BRERF r—F p XL
BORIEFEL TN ZEE, X F v —F YAV BREPRROBEOE &Y —ADE B LV
TERIRVARZ 25 TD, ZOXI R LT, 28 E BUF % B M H OB A 398 # IR
CBELHDOTHY, SBREBEEOEEITER L THERL,

(g #HH)

% 8 & B 2L
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2—18. Medicines and Healthcare Products Regulatory Agency (MHRA)

Medicines and Healthcare products Regulatory Agency (MHRA)

Fr 1 Hi: 151 Buckingham Palace Road, Victoria, London, SW1W 9SZ, UK
= F5: +44 20 3080 6000
F A X: +44 20 3118 9803

Homepage:

www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency

m %X B BF: 2014410 H 31 B (&) 14:00~15:00

m o % AT LREEHICET

B #  #: Krishna Prasad, MB, BS, MD, FRCP
Clinical Assesor/Cardiologist
Julian Bonnerjea, PhD
Manager, Biological and Biotechnology Unit, Licensing Division
Dr Elaine Godfrey
Deputy-Manager - CTU, Licensing
Keith McDonald, MSc MRPharmS
Group Manager, Licensing Division
Contact Person: Ida De Souza
Executive Assistant - Product Lifestyle Assessment Team 1

Licensing Division

m % B A
UTOEBIZETOME - FRINEZITIZE,
1. Regulation of Cancer Therapy, especially immune-therapies and oncolytic virus therapy in
UK

2. Regulation of Breakthrough Therapy and Regeneric Medicine in UK
3. Regulation of rare-disease therapeutics
4. Regulation of therapeutic drugs for Duchenne Muscular Dystrophy
5. VB EFAREOHEERICE T OIVME L

B I

DA% % . Duchenne Muscular Dystrophy (DMD) 4 92 38 o> % [F] T D L #ill } OV 4
BT AEME R RBERERICOVWTEELR o7,

oncolytic virus Z & D7 NASBEIRBEERE T U CREICEFER Z2RHNIT R b0
FEIT EU TOHRERE F IR, Committee for Advanced Therapies (CAT) 12 L01T

116



LR, EETRELDDN D, RERFELZLELL AL, EU DA NN—ETREShZ
WEE LA RIZ 2T MHRA T Scientific advice #5211 A LT RARAZAL TV,
EU CiZ oncolytic virus 23 {-2%> Phase3 {Z A>TV 573, oncolytic virus b& D THA
SRR EOAR fn BT EE20,

Rare disease, B FIRESLHAEERDIRRIZBW T 7ERLDOLEBIIRETHY, 4
BOBBRE THEIR T 5L TR A I LO natural history DF| AR EELE 2 T\,

FEE T, DA FHIPVANET — R RIERE E RO A % & 0> 357 0 rare disease ~
DOEHFEORBIZNZANTEY, ZTNHERFICH TR EREERLEZBEICEL
JETBT=ODERE BT/ 2 AH E (Barly Access to Medicines Scheme : EAMS) %7
BIZAZ—FEE. 20144 B 7 BIZZEDORBEZFERALI,

EAMS DE#E A3, MHRA 73 Phase2 B PR 7 — #2728 DI EIOF IR 2 1€ > Tx
T4 IRIAZE ERIZEHW L2356 . AR RT CHEMNESCHIZEE LEE LR
Promising and Innovative Medicines (PIM) f§ EFE L L THE M TEL IR >TWDH, ZD
fE#8 71X FDA @ Breakthrough therapy f§ E D EYELITE 72> TWD,

2014 4 10 A B A C PIM $ 2213 TV B0 M IERE R Y 2 & B Thb,
DMD {BREEIHT2F R, OB LT IRRELALHNEZL TS, DMD 34 —77
YRBTHY, 10 FROEEIRTHERE DR 52 1D,

M E Wt T2 A E OB REEDT-DODOKED GAIN EDI5b0iXan s, &
E bt B OB EERLTRY, AL T T EEDEIAT VAR REMT T
EThb,

MR K D 31 X4 /5 8 Tl Transatlantic Task Force &FF 55 Initiative 2360, 8L 5 & H 70 R 8
RFORZHE, HARTANTOWTEHNREE > T3,

28 (MHRA #EZ :HP JY)
MHRA [ZAFIVARBEE TOT— Vv —T, EEHROCEREROBFROEZE
HEIZEBEZR->TND,
MHRA % 2003 4 iZEFE & H ] /7 (Medicines Control Agency:MCA) & ONE R HEEE T
(Medical Devices Agency :MDA) #ff & L TR L. 2013 G-I [E 34 W 8 0 L Y |
B (National Institute for Biological Standards and Control:NIBSC) Zf}f& LELTE DA
Mk L72o72, MHRA 13 900 AP EDRZ Y 7% 2 TD,
MHRA [3IZ<OEMFHELRE SR> TEY, EEHZEE %S (Commission on Human
Medicine) <°# [ % /5 5 & B £ (British Pharmacopoeia Commission) 72 & 0335,
EELEBESIT.MHRA LRESNTCEBRTHD, 2005 FICEEMEZRS
(Medicines Commission) & OME 3 it % 42 % B & (Committee on Safety of Medicines) %
HELTRELZ, ZESO0FEFHICT, REBFOKREIZH LM TERRSICET
HRH O, 22 BE BRI OVWTOME, EXLBIERAFROFE K OINE
BEEND,
EU IZBIJDEEFHOKRELEIL Centralised Procedure (F R #E F%7) & Mutual
Recognition Procedure (EU £ [E ff] @ #H A 7& 58 F %t ) °° Decentralised ( National )
Procedure (% [E{E B D & F i) TIT0ILD,
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3l R

FEIT, S BIORET — < THHNAREFIERE DFRHERICOVWTIL EU IZBIF5H R
FEEFRNTEETH—FH.EAMS OIHREEMRE OEEL BT /BRI ELZAZ —FEET
MEMEEZITHHEIETIEENBIRCLN, TRAED 2014 FIZEFEO—MELWIEL TR
F—hERTrBAERERROERMICHE L GHE -HRAESARBHEZ. EED
EarlyAccess il EEX° EAMS SJELLOHIE THY, BT T2INLHIEDES % OEMR OB MIZIER
L. BAEOERERZOBFEENDSZBIIL O IEEHFFLIZN,

MHRA (%, e E O Y B FR ., FTRERBINCH R TV — OB EEICE L, F
RO CHEBICHISEHRE - EEL WD,

Ho BEFR)

% B ' B 2L
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