B FORRRAIERBAREEIToTCND, T, FI7T7AT 0 DO=—X IR R 2
FOFERERL, BRI EYRELHET —ERLERORELIT>TNS,

- 70— JRICKT 28 0 O DHCOH B R & IL-17 2% — 7 v hEL7z{REFE DS Phase I £72> T
%, Tz, AANZVY~FIZx LT Phase [ ETH T LTW5, DA TIL, 5 DOBRKREBRR
EITHRTHD, TOW, HDAC AEZZ—7 U TR A, REBRA T T27REEIC
DT, YIRS EDEFBEEIT-o TS,

c4SC DA LL T, 22~ T7T20 U EDERS L —FLEERICGEEL TBY, BEM
EEEBLLTWVWEREZEZ TWA, BEOMBEZERL, 2 FENBERHEICA TN,

. 4SCITBIFBaTRL—Tar D EH

- BARBELOIZ NI 2003 FEENOEMBAVICERL TS, 2011 FITY 7 VIR ERAE
I AI ) AZ Y M IZDWT, 192M KRAOM ERI T A AR KI RIS E T,

- BARHEAREREBRBEBICNTANTY I TAAIN)—F|ZONT, BROBIESFELDOHE
BIZOWTE, 7TV —RAT—U b0 HRBARBIC OV THEHELTWAS,

AR ERERER T IR+ —LTHD i2¢ (idea to candidate) ZIEMLL. BIFEHZEOH)
BB TARREEEZRETHIHESHS, BHAV T2V R—IT 2 —E 227> T3,

L
BUSINESS MODELL 20
DISCOVERY
Licensing Discovery
Partnerships Collaborations & Services
4SC Discovery i2c - Platform 2
innovative products Premier service from idea %

to candidats

at candidate stage

Seamless fully integrated

Discovery Platform

Ribological

Fig. 2-14-4 4SC OHFEZR - KRB O XRAET )V (ZEERLD)
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AT K

Ra U AVHIBIZR A YT Tl BRINER R TEAAMFITRAZ—THDILEVOIBER IR L
2o HAFDOEBDONRAFTITRAZ—LOBEELZREFIZANTEY, ARSIV 2EDERFRE
LB BERIZH D,

RAYEEDLZAT, MEIVS A ARBELOEEIZONWT, EFICREFHTHHEVIHHAMN
bol=, HAEELE FIZTKIRAAFITZAZ—LOBE R - \MZREZED TEHBY, KK
ZEENIAARZHONAFT /TR — P S EOEE LB L E RS> TVA,

F72,4SC ZYINIERTLLEDO KRB DOTA BV AZKIPRIAILIZZELHY, B REELDaTHRL
—2a il T AL KEN, MORAYEEDELDL MELIVD A REELOEEIZONT
FEIZKFBHTHDEEN,

FESTIOVEDRRBR EOEII~—7 v L THEADIETHS LI, HE2R AMBER
RV —AEEORANLLRIBEIED TWAERT B3I B 2T,

(EZ+&A %+%)

The Munich Biotech Cluster m* —from Idea to Success—

=z | & Bk
1.
2.

4SC AG Company Presentation October 2012
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2—15. GlaxoSmithKline PLC

GlaxoSmithKline PLC (GSK)
Tres Cantos Medicines Development Campus

AT 7E Hi: Tres Cantos Medicines Development Campus: Tres Cantos, Madrid, Spain

Tres Cantos Open Lab Foundation: One London Square, Cross Lanes,
Guildford, GU1 1UN, UK
Homepage: www.openlabfoundation.org/

m @ B FF: 20124 10 A 26 A (&) 10:30~12:00
m # % FT: Bl Rooml9, 1 Victoria Street, London, SW1H 0ET, UK

M #  #&: DrMike Strange

Head of Operations, Tres Cantos Medicines Development Campus

Contact Person: Lisa Devenish

UK Trade & Investment

m o B R

UTOHEBIZETIAE., FRNELITITEL,
- BEOES.RUE R, EELFOFM
- MRGEEICKLERAMEE S OMER
- R FEOLNTEMAIR EHEFIL

o N A

FEITAR T EHE %D GlaxoSmothKline, plc (GSK) [t 6 fLD AT T77—~<ThHY, iLEE
TR T 97,380 AMzDIFB (Fig. 2-15-1), BERRAERGR, VI/Fv | ~NVAF TGO 3 EF
272V, 2011 FIZ274B RUREFE BIFTe, A —TF A/ R_"—2avBEO—2LL T, K. &
HHIIRVELVE JR Neglected Tropical Diseases (NTD) 5% 3 DA 78 BH 3 1T Ff b L7 0 78 B 3%
Tres Cantos Open Lab ZA~A L« <wRU—RIZ3LH BT,

Z®FE TOpen innovation in diseases of the developing world |EREL THLE LT —Ta a7
TERZHZIT-T,
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No.
1 USA 16,707
2 Europe 38,696
3 Emerging Markets 29,466
4 Asia Pacific 7.039
S Japan 3,573
6 Other 1,908

Fig. 2-15-1 GSK #tEH R oM (ZEEFIELY)

1. NV ABVRADF —T TR O E

« GSK I RE+FEOB THEAN TAH TV RFRE P RRAET LENDL EIF CGEELTER
B, FD—ONBEREICESZY T, VAT VIR F—F TR THBD, 2010 EITHRILE
NEZDOTRIL, AL DRI —RIERRDRZH U RRIZHY , GSK T NV—TF DAL
P e T DA B RIS H D, ZDOEFIT, 45 T ER R FEFT Molecular Discovery
Research (L EMTZA T TV — a2 & T0) L ¥ Bk L EJ% B (DDW: Diseases of the
Developing World) £ % —05720) RLAD VMR G —TF U TR DIEENIBFT & 72> T3,

- ZZTIEHMAMMERCHMBROEFTEZEMRICLT,.GSK OMRELETATITRONAETTI/EED
WREBAR—P T =T OBEBICIVEEZEBAL TS, BEOR -7 +UA1E, MR
BEIR K, o — AR ITIVT T8 2AX TV HIERRB, V=Y a~v=T4E, v7)
TOHBAL TNV MRKREEERE, S HROREER LFETEEETIHRAID
T HEFELOMIERERENDRD,

« HIE, 16 DT OV JENEINTEY, ZOHIIE, ~FUTIBEICELTGSK DIbEMms475
V—Z2AVWTEEEILEMOMELIT) 3 DOT7al=rb, SHRITHERBEOIGEERE#HZZE
LB LZITOMIE, V= a~v=TIEDRRERDFAE RITHTHH R T I a—F O E
MERZNTND,

2. =T ) R—1 a3 TO =20 F #t (Fig. 2-15-2)

D INFETIZEREEINT GSK DAFECHF FE B IR OF) 23 /] RE,

- BRI eV 7MIEROEE NI TEY, 2T 254150 E TR EELLTH
VAH VIR =T TR DA SM RUREBRMET S, 21T GSK »OMEMICHREND,
TREBEEIT, EE GSK 2 5M RUREHET A,

s ROV IMIFH LT, INETIETHTITOLMOVE KR LB E RZERELNT
Wh, BT Y= MI, BFFERCR OBISIIZANT TIRFRICETL TV A,

) A —T )= REMINABMF Y — BT GSK O F —Z MR F A RE (Fig. 2-15-2),
- HEEL TS 14 FIETHERINST—27 0 Tid, GSK OFL~FUT{LA W E vk Tres Cantos
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Anti-Malarial Set (TCAMS)E#HNAAMENTWD Y, ZOH—27/)L Tt 13,500 L Oy ME
EMDOEREMETLILENTES,

- 5, TCAMS DALE W) 50% 0 DERINBLAE D EY RO MMV ~ZU TRy 72 D220 Tl
100 D N—TLEREZHEAL, HAIC 200 BOREBREEFLAMELAEL TS,

 IOF =T —ADarETNI, v TITUANDRBE R EO O DRBEEERICLEISS
NTW3, fEZiIZ, 2R TERAK 150 5 ARE L THREIE THHH, GSK BMEH T3 200
FREROLENEAI)—= 7 LIZRER K 200 BEOFEEM L —FRBEESN, 2ThHD
ILEVERLERINDIFTETHD, REZBERERRICBWT, BELENAERNOER L
EMEMAELBEREE T0IIFHTTHY, 2 I BIT T —F 27 7T a—FTD
BRI EDRBEIZoNTERVES,

3) ZLER2 AR BF EE R A 1A

- REREETEETAIAFEREOHRISTL UL, TREE—FY LT A XIPVWAREDHFFE
ERKFT-TND, T, £ETOERFET, EHRBEENICLE 2 —SNTHEMI D3, £
DREOEEIIBVTH, RANIA—T MMM EEBEOZ X FIZESHTNE Y,

Open Innovation Approach - significant progress

Three key elements

Fig. 2-15-2 F =72 A /) R_R—=2 a3 TO=Z>D 5 (ZEEHLY)

3. 3 FREFFEEH—

TSRO EFRBE D — DO THEIS FHRRBHEEZ—IT, LEYARIV—= T L4k
EMEDRIEOTZDOMBE THY, ERER CHIEARRETOMHBREZELL TS,
FHRAI)V—= T EROBRRELEZOeR YN B BLET. (L EMOWERENT REHRD A
VafbZLERBZEBRELZ)—NMEAHoREL, HIRERE TOT v/ REELBEIL
VAT LAEBITRITONTEY, ZALICEMEZEF S 70 AOWFEE | HiltE . 3o Tun
=N

- AL EDPRTEDFRN R BEBEEVAALAENREEERT — A2 EBIILT. &
MBRIY)—=2F % (HTS) AL 777 A MEER L) —NER, BT —2&2iE AL
N—=F X VATV == 7 BRFERRINCEZE I TN 5,

- ZOMROERBIT, MELEOF TRLEENTHY, LEVROSEEELZEHILEMTAT
FY— (#%R) DEERICERNRBEEZIT> TS, 2009 FITiT, ZOMERICBWT 35 BO
HTS 2AE S, 7,000 FEOAE(FR R THEE DR —=TREBEBTh,
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GSK Malaria Set “TCAMS” Shared with ~14 groups

MMV Malaria Box Shared with ~100 groups
(~50% from TCAMS) i

Fig. 2-15-3 [F—F V=R | O~FITHREEGAII—=7 (ZREELY)

© BE FNLABUPAOIFEIT V=1, HR DO GSK A TEMEIN TV AMOEFIER I 0rss
LEERMEEZRToTND, NI AA | RE, 750 R, YU HR—L HE, XKET
EML WA TS SANREEND,

- GSK DILEMTATITV—Z LAV EOSLFEE R EIRIZ-D, BN TAERINELLE
MOBEREEIZ, MTROBESE(LAYMEANCIVERIN TV, 2003 0 50 5 REORH
b, BTEIZ200 FREU EICETHRELTEY, EHORELLT220 FEETHRE L ARETHD,
BTERBHREEZ— Tk, REO(LEMTATIV—LRBERKOILEM N EELEESL
TILEVRBEEICRESINTEY, A7V —= 7 ADT47 IV —LLTRRBL TV,

- RIEOEEMTIE, A7 TV — DV AR RETEETTRALA DO S HEMEZERLTH
BB BB T, BIZEEDR 100 BOLEMEMZ 2D TR 10 EOBEELEY
EFABRLT. INEF 1 IIA—TLL 10T NV—T%T74T7 TV —ICEBATHEND FEEZR-TNS,
DAY E L FREUMELAVIIERBER OB T/ AV —T IS ITL T, A2 —=
VT BIEICEY, FEY N LAY Oy RN TR RMREN M L,

4. ¥R EEKRB B —

© FT—TUTROEFHMER DO — > THLFEEE LEHRR Diseases of the Developing World
(DDW) £ #—Ii3  HTS F2H Y 355 FIRRMEFLEICHY, BRERE EEICEIE T 5K
BOFHRIBREEREORD, 150 AOLFEEHRAYE  EHEHEYE AEKABREYEN
EFELTND,

- AIERARRERDOEE K Phase I D POC R ETOREANEREFAXRZH YL TEY, ZoMEkIZ~
SU7 @ FRNTSAME (= av=T NV — <2 25323 > DERE 2=
bk Discovery Performance Unit (DPU) 235725, ZHOITAEWIHMIIL TWA0, & 9K B
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N~ DEOAE 2 238N R AVIZ R ~HE O KT R I BB RIITIT b TV 5,

¢ BFEF LT, INETEMAFER, MR ERBVR TENTREETT VERELTE,
~IVTDVIRAETNNED—F THEB, ZOETNVORBIZINVIITIHETFT —21T% -
LOEREZES L, ZNODRTIERE RI1%. AT R RER LB KRB R OBRITIENSN TV,

- ZOMEF TR, BIRABRUBMOERIZB I NAT AT —FHR/EL T EELZBEICE
BRIERHDNTE ML FERZFISEITHME LV AN AEORREZR LWL 2L~
N3 DEBRBEREZTMLTEY AFEUEFE ~DRRGELEEICT 272082 TZErEE

TREFSW TS, T2, RRGELESERN R RRM B 2RO ORI 2R A AT IEFE
BIEREZIT-oTWVD,

5. =T IR TOEEET NVEEEETF
IOF—TTRIT, BT EREND, AREEREELOREE FI L EE T T LICIE
HEEN TV, Thid, LD 3 SORKREHE=2=vH(DPU) FHlIZLDET L THY, H—
Ol EEmg L C BV R SR ER FEORBICH T2EA O IR EZ N RAICHEZE T
Wa,

- 3 2Da=YrTHBEVIIT 2=y =Y FRNSFAMEZ =N T, ENENHEE
FHAED, O~FITIREFEDT-D OF#HEFEM K Medicines for Malaria Venture (MMV) |
Ot E#EF K TB Alliance, @EEALNRVVE B DI EIER ##E4E Drugs for Neglected
Diseases Initiative (DNDi) tDE#FEZERICL T, OLESLT I TIT Ry NTCHEEZIT
STUW3B,

- 2=y MIOTBRY=IMI GSK LEEMFONEELZFICIVER TEERINTVD, (A
HADOBEREROVANLZMBE DV ATLLHEALTEY, ZERAEOEWERRENR RSN TS,

O MMV:

1999 FIZTEI~v IV TIRREBR Z BB FEL T2 EFIMEATHE, 7 — 7 TR TIE, K
FIEZRFFE o == K=+ 744128 2003 2 TE, 2=y, TCOERFEREBESN
7o ZHUE, GSK £ MMV LOFTHH THIFI 2T 0oz b BEEE 2=y NEFE OEE L2 -
T3,

@ TB Alliance:

ZOREIZ, Fe— " VEE CTEEOERRRLREO=—RIZE 2 ZEEFIFETHY,
2000 FIZERENTZ, BAHEHNIT 2004 FITEEIN, A EOR=-F— 73IF 10T 0=y

L THthENT, HEZBRROHMEMOLAMERSZE O EE, BMBORKREMAZ
BigL TuWA,
® DNDi:

FEEFMELOBRFEEETHIMN, 2=ybTiT 2008 FIZF —FEHOBEBEEELL CHEAS
Nz, MBIFBIT, AEY —>a~=T4E, NV —<IE (T7UDMERP) . v —HTRARTHY,
GSK IZz =y NCRAET LM, MR, AV E%L DNDi LEELELEF T2,

@ iThemba:
HESZEDO—HITHD (Fig. 2-15-4), BT 7VIBFOXEEZZIF TS iThemba X, F—7
VIRT, SHRIMEEZE R OHIV EORBREICH T2 HOERERILEMERELR,
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B, ~TU7, Y —TAR, V=Y a~v=TER N7 7IHERBIZONWTO T oY=
reEITEIR TS, INHDO 7By = MI, GSK o B &M EZ I TR ESNT-IEE FHE
BORAI IR F =T IRMEAOXBEEZ T TN IREEFIL. FNENDOR R EZMD
WREBLFNACTELID EOFERREZEFT THIOBEpINLTNS,

Fig. 2-15-4 =7 IRESMOGELTHTIT (ZEEELY)

5} 7%

NAAAVRAF =T IR TIE, RN TEESN QW SMERROMEDOKE =T
—AHIEICIDHERNT —FOF A EE T2 EICE R ME RS OES T, 28 LT
BERERERELETEIETZRBICH LI~ A/ _R—av BEREINTWD, IR ET
DERBRUSNNEEDOAZANBEROERFFTRLEREBRVIEF ICHHT TH 5,

F—=T e A )R a ERRBRIICEROANTFE I, MICHETROKRTHS, RTORE
FHTHAMEREOHIMEIZRET 270 EFEEHEICLONMAIFE S —FEAERR B
#—Centres for Excellence in External Drug Discovery 3B ThHd, 7=, BERBR T —#IZ
DONWTH, BHORBEROENZHEROMMMIZELLT AR TATE (2012 FRFA) ELTW
s

IHOARMROFBHAME~ORVEAZEILIZIEARL TV IET, S B LAIEIZBITAE YR
AETNORKBEZIVRAHEEETHIFRITHIL2HFT D,

(N EN)

% | B Fh

1. Open innovation in diseases of the developing world

Zz B B B

1. AL RAB bR —T 2 FARBH . http://www.openlabfoundation.org

2. Fi=ZVT7{b & ¥ h: Nature, 465, 2010, 305-310, http://www.ebi.ac.uk/chemblntd
3. MMV <= Z U7 Ry /A http://www.mmv.org/malariabox

4, ZRER72 Bt EERI R AA ] . http://healthresearchpolicy.org/content/pool-open-innovation-

against-neglected-tropical-diseases
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2—16. European Medicines Agency (EMA)

European Medicines Agency (EMA)

BT 7E #8: 7 Westferry Circus, Canary Wharf, London, E14 4HB, UK.
i 25 +44 20 7418 8400
F A X: +44 207418 8416

Homepage: www.ema.europa.eu

OB B 2012410 A 26 H (&) 12:00~13:00

B
oy

B

o
11
s

% 3% PT: UK Trade & Investment Conference room (2 TE
1 Victoria Street London SW1H OET, UK

=
i

m &  #:. Prof Marisa Papaluca Amati, MD

Head of Scientific Support and Projects, Human Medicines Special Areas

Prof. Spiros Vamvakas, MD
Head of Scientific Advice, Human Medicines Special Areas

Falk Ehmann, MD, PhD, MSc
Scientific Support and Projects Manager, Human Medicines Special Areas
Scientific Secretariat of the Pharmacogenomics Working Party and
Nanomedicines Drafting Group

Junko Sato, Ph.D.
MHLW/PMDA Liaison Official to EMA

Contact Person: Junko Sato, Ph.D.
MHLW/PMDA Liaison Official to EMA
Lisa Devenish

Investment Advisor, UKTI

m o B A
UTOEBICETARE., FRINEZITIZE,
NAF~—T—DFFIZEE T DH M DB
o R=F U2 W E (CDx) O R Eh A
Iy 7 A FRDOE B EFR D

o N A

UKTI @ Lisa Devenish KDT7 LY CEMA DIEFL 4 A LEBE TCORBEHMEL. N A4
< —A—=° CDx IZXF 35 EMA ORVEAIZOWTIRAZEZ 7,
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1. NAF~—A— ORI RIZBE TG OBR
EMA T, 2010 4E R T8 2011 B2, &/ b3 %~ —H—IZ B33 3 Reflection paper' %
KLz, BINTIL, 7/ DA~ —=T1—DFIH DT T CDx B ZTRY, 7/ b (<
—A—LEFELHOLFRFAEOBRICSLELRFARE LOEBREIC OV TREIN TS,
PGx /3 AZ<—H—IZB 4% Reflection paper” 1T, 2013 E£DE 4 MU F T K KRR Z
RTDHTETHD, 72, geomics LEFILERIZEI T 5 Reflection paper 1%, 2013 I
draft # KL, BRI L. 2014 FIERKRERRTITETHA,
NAF~—T—O R F Tl Biomarker Qualification Meeting % T, A ZF~v— L —DF}
FRORZ Y, BROEE, FEEMEFMEICSE EMA OEYFLERT LA TOILEE
LT3,
N A F = — B — O3 & M #E FR (Qualification) 12>V TlE, Committee for Medicinal
Products for Human Use (CHMP) 73 Science Advice Working Party (SAWP) DH#fE %1 &
W, BRI AT — I —I2 5\ T CHMP %5 Qualification Opinion X 1%
Qualification Advice 23 F{E &5,
Qualification Advice I, WAEMEBHERINDT-HO ORI FHFEICETIRETHY, B
EINTNANAT = —FEDOFIAFEITODWTERBREZRDALOTHA,
Qualification Opinion 1%, BHFESNIZFED AL~ — I —OF A FENBFIICERY
THDHIEDERERPTHD, CHMP 1T, AF DK THEMBRE I OR L AR Lz
#% . opinion xR A TOFRHE L2 >TNS,
NAF=—H—1%, 5 HRDOBKRARICHLATHY, IBAROHEBIZEELT . R
DR B FEEKRIE., D ORICH AT~ — I —RERRRIZISHIN 2255,
BEOEMEIZEAL-ERNLE LS FRICEECER LTINS T, NAMF~v—h—
DORFEIIESHRL BEHLRSTLD,
NAZG =T —DRERAFIH O & EIE S DOIRBR DL OB E TIZHIWT 32 &h,
K xDF—ATRANBEZLDD YEIXTr — AL —ATHET T _R& LTS,

2. EMA ©Oay =3 ZWEIZETAEZS
KESCBATERZEED EHChizoTE, Hfll S BOERRBEH/ILENHHN, BRI
TliE CE ~— 7RBIZIZ2EEF AN RDONAEITTHEH7-H, EMA ORZITZHTIE,
CDx OEHEHENZ SV TSI TR,
CDx DEEHRHFNIZOWT EMA FHYLR2VR, EELOBRBICERICEET 572D,
CDx OFFHI MU IZ+ 5 2B ENLE ThHD, FDA X PMDA HEHEILEARL, B %
RMIEIZBIL CiZ. EMA b+ 02 F|MEINEL ., 28 TEHIOBHL 5,

3. Omics Research (T} 975 EMA DO EVHE 7
EMA @ genomics #f FEIZx T AWM AF L T—FBEELE X TV DAL, genomics &
phenotype DEfRZ+ 3 IZHE T HZELTH D, Genomics MFEDERITELL, 7/ LfiFE
HORaAMEEND, S RITEBEFEIZFR AW HFIEELE RSN EE 2T
Do L. 7/ LRI EHRIR D BRI E 03+ 5 RSN D LR KATIR TH D,

2012 4 10 A 8~9 HIZ Workshop on Pharmacogenomics: from science to clinical care”
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ZRRELTZ. HEENOHBI L RTATITOEMRENEED, B ANDLIZ PMDA OF (L
EENSEKIEVEENH- Y, ZHETICS 2 BZ0 k57 Workshop #BEMEL , FFR
BEFOBRFOBZHAEICOVTEEOLBREHLEIB NEL D,

EMA 213 FDA <° PMDA 75 Liaison officer 23EMEL THY, A4 1T PMDA > bidik B
EFELAEEIN TS,

3l B
NAF=—J—8FFER CDx @ EMA OBV AN DN TR 5Tz, A~ —h— DB F Tl
Biomarker Qualification Meeting /&AL T, NAF~— N —ORFRIZ S %, BB EZHE
TEL) FEEEDOFEMIZOVT EMA OEYFL+HIZEREL. MBEEEILERDD, N1
Fv—A—DIERIE. S EOBIKEARICHLATHY, MIBARORRBICEELT . BERE LN
TR, HAERRESS, 5 2WIIb A M ~v— I —PERBRBRICEAEN 2255, Hx DBRFEIC
HAELEEAZE S RERICEEOERNZL T T2572D, AT v—T—OEIT. 5B E~

BHELR-TWD,
(e xR 6

% @' s 2L

z B &

1. Reflection paper on co-development of pharmacogenomic biomarkers and assays in the context
of drug development (draft).
www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/07/WC50009444
5.pdf

2. Reflection paper on methodological issues associated with pharmacogenomic biomarkers in
relation to clinical development and patient selection
www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/07/WC50010867
2.pdf

3. European Medicines Agency workshop on pharmacogenomics: from science to clinical care
Date 08/10/2012 - 09/10/2012
www.ema.europa.euw/ema/index.jsp?curl=pages/news_and_events/events/2012/04/event_detail
_000559.jsp&mid=WC0b01ac058004d5¢c3

4. Gnomics in patients with Japanese Ancestry Yoshiaki Uyama Ph.D. PMDA
www.ema.europa.eu/docs/en_GB/document_library/Presentation/2012/11/WC500134976.pdf
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2—17. Medicines and Healthcare products Regulatory Agency (MHRA)

Medicines and Healthcare products Regulatory Agency (MHRA)

Ft  7E #i: 151 Buckingham Palace Road, Victoria, London, SW1W 9SZ.
[ F5: +44 20 3080 6000
F A X: +44203118 9803

Homepage: www.mhra.gov.uk/Aboutus/index.htm

W % B B 2012410 H 26 H (&) 13:30~14:30

B # 1% FT: UK Trade & Investment HQ, BIS Conference room
1 Victoria Street London SW1H OET, UK

m #  #: KrishnaPrasad, MD MB BS, MD, FRCP (E)
Unit Manager, Clinical Assessor MHRA
Chair of PGx WP, CHMP EMA
Stephen Lee, PhD
Biotechnology Unit/ Devices Section, MHRA

Contact Person: Lisa Devenish

Investment Advisor, UK Trade & Investment

m o B OB
UToEBICHETIME., FRINELITOIZE,
NAZ = —J—OF I T BHLH OB
U N=F W R (CDx) O R E) A
Ay I AR RO B B &Iy 7 AE M OE B LE R ~D R L
EENCBITREIEA—T A ) _R—a DOBLK

O A

1. Biomarkers, Stratified Medicine/Personalised Medicine and Companion Diagnostics (CDx)
MHRA @ Clinical Assessor Té&¥Y EMA @ The Committee for Medicinal Products for
Human Use (CHMP) ® Pharmacogenomics Working Party ¢ Chair T3 Prasad K&
MHRA THEAZEELZHE Y I TS Stephen Lee Kb, B 5L [E JR (Stratified
Medicine) RHIZAT 7oA F~—V—HFE R T CDx BFEOHEEIZ S W THALZIT
7
BRMEEFRIZF LS DERRINAEMICH DD, BIXTNETIIERE S EFank
#%,RAITHRERCEFEERICHL, BEOBIEMTb T\, 5 %13, LT
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b (BASELPE . BRRRBROBEBR) CLHRITEELNBEIRD T2BELEN TS
TEMEEND,

B ERZERTH-01C, BARER GRRER -85 O BRHIC, HHI Y RBIZTEA
AAZRDDHIELEZRDTVD, HHI L /IT BEZEZLONTVDIVTLHR T L THD,
BRI ER (EBLER) ZEETI-D121E. IBBREHI 24— X\—5— /L (Overhaul)
TAUERHD,

BALEROEEBEK L T, UK Initiatives ® — 2> TH % Stratified Medicine
Innovation Platform (SMIP) lZ DWW THRIT 3 o7z, EE O K BEUFHEE., v 7+ —H
ERa =T 2ERRLT, EE&LLT200M RoREFHLH T 2ZEEFE LTV,
KENT, BEFOEBMIETRVWVGHRLESY, EELOBHBERIZBLIEZANTNWA, E
FOBMNBEREEEZ, NI —D—REIEDF—T A /)= aF BT ET &
BRI TH D,

2. NAF<=—J—(BM) D Qualification GE#& MR )
LAY R (EMA) X, BM OBEBEMEROTEH D, £FED Guideline X Reflection Paper
(ERFE)ZERRL TS,
Prasad f# /3, Pharmacogenetics DEGIRIG A ICEAL , #Hifil X JDILH % Review T
W3 Y,
Y R DI B 5, Innovative Medicine Initiative (IMI) OFEAEIZE T2 344 ~—H
—ETaY =7 MEIZS L, BM S EEHEEL TV,
EMA @ Qualification Advice &%, FI 7l REZ2 7 — # LB F IR B OFEMIZE SV T
HWHETER OO DEREZFEOHBIZOWTERTIIRE (TRNAAR) THD,
EMA @ Qualification Opinion &IZHFEML N AF~—I—DFAIZS>WT, BHINTZ

ICEDSE ZOWEEERN CTEZEDOERKRATHS,

MHRA %, BER~DOTRAARZEBBINTHIELTWD, RERN TOHRF DO HRHT
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1. Biomarkers, Stratified Medicine / Personalised medicine and Companion diagnostics
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1. Prasad K. Role of regulatory agencies in translating pharmacogenomics to the clinics
Mini-review Clinical Cases in Mineral an Bone Metabolism 2009; 6 (1) :29-34

2. Methodological issues (some) relating to patient selection-CHMP Reflection paper

K Prasad, MD, FRCP MHRA

Presentation slide of Workshop on Phrmacogenomics: from science to clinical care

\\Eﬁ;

8-9 October 2012 European Medicine Agency, London, United Kingdom
www.ema.europa.eu/docs/en_GB/document_library/Presentation/2012/11/WC500134980.pdf
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2—18. UK Trade & Investment (UKTI)

UK Trade & Investment (UKTI)

BT 7£ #fi: UK Trade & Investment, 1 Victoria Street
London, SW1H OET United Kingdom

& FE: +44 20 7215 8000

F A X: +44 20 7215 2471

Homepage: www.ukti.gov.uk/ja_jp/home.html

m ok B BF: 2012410 A 26 H (&) 10:00~12:00

m % % AT LEETEM

[ @k  F: LisaDevenish
Investment Advisor, Investment Services Team, UKTI.
Dr. Hakim Yadi
Chief Operating Officer, Life Science Investment Organization, UKTI
Steve Mason
Strategic Relations, UKTI

Contact Person: Lisa Devenish

Investment Services Team, Investment Advisor, UKTI.
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