Bk Btk
(FEH)
10 A 21 B | Washington DC, 1. PhRMA
(H) USA 2. Biotechnology Industry Organization (BIO)
22 H . )
(5 Bethesda, USA 3. National Institutes of Health (NIH)
23 H )
() Tucson, USA 4. Critical Path Institute (C-Path)
7
24 H ) 5. ISIS Pharmaceuticals, Inc.
San Diego, USA )
(7<) 6. Arena Pharmaceuticals, Inc.
7. California Institute for Quantitative Biosciences
25 H San Francisco, USA (QB3)
() Menlo Park, USA .
8. Johnson & Johnson Innovation Centers
26 B (£)
(BEH)
/27 B (H)
28 H . 9. Sanofi
Paris, France
(A) 10. Pierre Fabre
29 H ) )
Paris, France 11. Medicen Paris Region
(k)
30 H . .
) Leiden, Netherlands | 12. Leiden Bio Science Park
7
31 H . . 13. Centro Nacional de Biotecnologia (CNB)
Madrid, Spain )
(R) 14. Sylentis
15. UK Trade & Investment (UKTI)
1MA1TH 16. Human Induced Pluripotent Stem Cells Initiative
London, UK
(&) (HipSci)
17. MHRA
12
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. FAEWAE (B

g FE/ —BREEEANAAFT AT AN — B (JBA) (GPITHE HHEHEF
BIO. PhRMA

BT #ik/ —BRHEEANAAFTAUZ AN — 5 (JBA) FEEEHES KE/
BIO, PhRMA

James C. Greenwood,”President and CEO, Biotechnology Industry Organization,”BIO
Joseph Damond,/“Senior Vice President, International Affairs, Biotechnology

Industry Organization,” BIO

Ira Wolf,”Japan Representative, Pharmaceutical Research and Manufacturers of America
(PhRMA) /PhRMA

Tina Chung, MPH,Program Officer for Asia and the Pacific, Division of International
relations, Fogarty International Center,” NIH

WEH BT S INTART v RS BFEHL X9 R — w2 —Dy
—/ C-Path

Steven T. Broadbent,” Chief Operating Officer, C-Path,/C-Path

Jack Lief,” Co-Founder, Chairman, President and Chief Executive Officer,

Arena Pharmaceuticals, Inc./ Arena Pharmaceuticals, Inc.

Catherine Sharpe ~ FibroGen, Inc.,” QB3

BH FE /7t WA KRE R Sanofi

TR B RO st FEMEHT <X —Y ¥ — Pierre Fabre
KEER/TERT7IARMEE RERBE SA7h A= 2 Y Medicen Paris
Region

Nettie Buitelaar, Ph.D./Managing Director, Leiden Bio Science Park Foundation,/ Leiden
Bio Science Park

W W7 BEHEEREE BE AWRER TV AR f8mE LRy

B /UKTI. HipSci. MHRA

BN BRFBEHEERMEE B - IERER A7 AT0RX WRBRERIEYE
UKTI, HipSci. MHRA

L B E N ECICRES B IEN 4 BB LT,

AW NEOLBITHRIT, BRA /FBE /B HE2Wwiziif e, OIEICEE# L,

13
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2—1. Pharmaceutical Research and Manufacturers of America (PhRMA)

Pharmaceutical Research and Manufacturers of America (PhRMA)

KEMFFRMET =

B 1R M
& Al
F A X:
Homepage:

950 F Street, NW Suite 300 Washington DC 20004, USA

: +1202 835 3404

+1 202 715 7086

www.phrma.org/

OB B 2013410 H 21 B(H) 10:00~11:00

W% P REETTEM

#  #&: Salvatore Alesci, MD, Ph.D.

Vice President, Scientific Affairs

Contact Person: Salvatore Alesci, MD, Ph.D.

m B A
PITOEBIZETARAE. FHRINELZITOIZ L,
KENCRITHEFEEE 2B 95 PhRMA DO XG5 &, B8

BN A

1.

PhRMA DO

Salvatore Alesci EREVRLAZZ 72, RIKIZA#V7 T Ph.D.. M.D.BUfS# ., 1998 F1ZJE
K NIH T 8 /], EFREBIFRICIEFL7-1% . Wyeth Pharmaceuticals T translational
research DU —& —L LT 4 FERTERHE . Merck (2B BHIEERRBRAZHE Y, 2011 i

Vice President, Scientific Affairs

PhRMA [ZhN#Y . Vice President, Scientific Affairs &L CIERE T TH D,

PhRMA X 1958 4£1Z”Pharmaceutical Manufacturers Association” & U CER ST 31U, 1994 4F

WHIEDLFR, “Research” DiBINSNH D ICEFE SNz,

B7ED PhRMA DIy a3l FIZEHEHOT S AL BEA KL T, SrEOM 22 5 5

WHEHEZZBEWHDERS>TND,

PhRMA's mission is to conduct effective advocacy for public policies that encourage
discovery of important new medicines for patients by pharmaceutical and biotechnology

research companies. To accomplish this mission, PhARMA is dedicated to achieving these

14
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goals in Washington, the states and the world:

> Broad patient access to safe and effective medicines through a free market, without

price controls;

»  Strong intellectual property incentives;

»  And transparent, effective regulation and a free flow of information to patients.
HAEDOE BT 45 4£, PI 29 HLITF R 500M KKV L LD Full Member =4, 16 tHi34F
P 500M KRV O BRI ET LV Research Associate Member &S 125 T HAIL TV A,
PhRMA (&, —#DEEDOEICRELRVERSEICEHTLHEFICZOFEBZHED T
BY, K 200 ADAZY 7134 T PhRMA KR AENTWAHEEAY Y7 ThD,

2. PhRMA 73B§ 5.9 % Public-Private Partnership (PPP)

BT IE, BTG A 721 (pre-competitive collaboration) ~® B 5- 2348 2 THY, PhARMA
B 53550 THRFERZLDELT, Multi-Regional Clinical Trial (MRCT) Center,
Clinical Trials Transformation Initiatives (CTTI) . Observational Medical Outcomes
Partnership ( OMOP ) Foundation . Biomarker Consortium . Alzheimer’s Disease
Neuro-imaging Initiative (ADNI) . California Partnership for Access to Treatment
(CPAT) & 2355,
Multi-Regional Clinical Trial (MRCT) Center

I 2009

AL 23—: Harvard K, PhRMA, 8IS ke &8 H

TEE [E B 1 [ B PR BUBR X° translational research @V — /L EEHE/ED
Clinical Trials Transformation Initiatives (CTTI)

I 2007 4E

A s3—: Duke K, FDA, PhRMA, ®IEER ¥ THTI7 Kk

&) BRRRBROE R LA BRRLRE, BERZH, 1S
Observational Medical Outcomes Partnership (OMOP) Foundation

I 2008 £F

A 73— Foundation for NIH (FNIH) . FDA, PhRMA, fUZE{r 3

THE: ERmELOT UM LAORBBREBENIETHLNITS
Biomarker Consortium

BT 2007 £

Avs3—: NIH, FNIH, FDA, PhRMA, I3 /3% BIO, % NPO

SEEIR HIRNAF~ — I — DR LT
Alzheimer’s Disease Neuro-imaging Initiative (ADNI)

XS 2004 4

A 73— FNIH, B3/ Alzheimer’s Association

TEE): B RN 2 DI LT T YA~ — IR DFIE D E BRI DR
California Partnership for Access to Treatment (CPAT)

XYL 2005 4R

Av23—: PhRMA, BUEEZE ERER, BEMG, #ia SEEAE, BA

15
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EE): 4 DAIa=T 41— ~DOHIM O health care system DTEZR | HEH
DL BT, AIERIER 4T DORFE, Target validation ([ZRF AL\ oy —T 7 A%
NIH CBIEANAFT 7B ETHETHEEHHD, Target validation % pre-competitive
collaboration &L CHED AT L TOFFA| B S DIERPBIAZ D,
A2 H 4 BIZNIH ZVH LW PPP =/ —3 7T AL LT, AMP (Accelerating Medicines
Partnership) DFX LN T TV RSN, KAy — T LORERAL S—ITE D NIH &
FDA, 25138 3E 10 41 (AbbVie, Biogen Idec, BMS, GSK, Johnson&Johnson, Lilly,
Merck, Pfizer, Sanofi, TLTHALR H) , T EEEH AL PhARMA THD, £
7o, BREE L FNIH N EY 5, 7Y A< —F, 2 BIERE, B ORERELLT
ey ~F e h—T 22RO EHREELL BERERT, (4~ —1—
LRI 4y F ORBEMFEE EM T 2, HIFIESE. 5 FRTHRTE 230M KE,
NIH LEBMSIEREEZ I H, & RiAA TS, Fo, BENT — 220 TE— KA
FAZIREIET2EDZETHD,

EREHOZATB VT, PhRMA ZREFEDEDEER 7 ny =/ MERAZH > TV,
B2 pre-competitive ZRFEIEIZILT AT ITITM A, NIH X° FDA O#EREEZEVIATe 2N
EEZEC., National Center for Advancing Translational Sciences (INCATS) . Foundation for
NIH (FNIH) . Regan Udall Foundation 72& % # O#hIZHE 2 T 5, KA FNIH &
Reagan Udall Foundation (39418 2K EE i & DR IZIVRILS N NPO TH D,
National Center for Advancing Translational Sciences (NCATS)

AL 2011 4R

WRe:  NIHWNOD 1 HFEE2—

THE): BRSO HIRIBEIE OB FMEE D=0 @ translational research DX (4L

~@ Funding & ¥¢) . Drug repositioning O X &%
Foundation for NIH (FNIH)

BIL: 1998 4

JWR&:  NPO ,

{E8): NIH OBFRERR-IEE 2 & IS L7251 PPP 234k
Regan Udall Foundation

I 2007

WRe:  NPO
IEE): B A BLZ A 17T Regulatory Science [ C FDA L7 W77 (M D
PPP ZHE

PhRMA TlZ 15~16 & DAZ 775 PPP B E XK ICEHEL T3,

3. PPPICET o7&
RELEAEET, v vF ¥ — (McKinsey & Company) D IL[E T, 2= 10 F/MICBITD,
SEREICEETD 76 DREEICONT, ZOHR—LX—Y TLRY)—2 i £ DA ¥
Ea—{ZXY, [E#MINEL., PPP IZBI 7 5 landscape analysis #FE L TV 5, bR A B
SNBHEOHMEZEDF T, PPP BB THODOMREL T TE2ZETOIL, BLEINT
W5,
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O Hrke/c BEERE.

© BEREMEZHLEENOHLA N—DETE,

@ AN—2BOSH, AT VR ED SN =y T DAL,
@ B INF U ADIT o U R OB L,

® WIE7? funding

B R

PhRMA IZ£ B4 LT W77 NIH, FDA % A /3—(Z& {2 pre-competitive collaboration %
BE<EEL, EEHLHEEL VD, Fro, HEEEREL oo AR REERICHERLT
WOFEAIBOBIRA TR TOREL TIEFBELARE L, BICECBW IS EEBRD
HEE B EL R L7, pre-competitive 72 #E A 4% 4 M2 > TLD 0T T, HARTOREDE
NI RWIZRIZIRHEZATHD, b3 R T2MIATEIEAN B ARERI 0 EE I
LIeWeZATHESLN, THTITV—ADOERICEZZEETETCNWDLIALHY, REIFEED
BB DIE R, HDHWITE FE THE NCATS <° Regan Udall Foundation D X972k 2 #H5% 95
ZEIZEY PHRMA ZREPESTND a—TF 4 X —F—DOREZHFHTL0ORBR OB LA
(A

2

(g 1EFR)

W
Sﬁ&)
5
ke

72l

Multi-Regional Clinical Trial (MRCT) Center: http://mrct.globalhealth.harvard.edu/
Clinical Trials Transformation Initiatives (CTTI) : http://www.ctti-clinicaltrials.org/
Observational Medical Outcomes Partnership (OMOP) Foundation: http://omop.fnih.org/
Biomarker Consortium: http://www.biomarkersconsortium.org/

Alzheimer’s Disease Neuro-imaging Initiative: http://www.adni-info.org/

California Partnership for Access to Treatment (CPAT) : http://www.caaccess.org/
National Center for Advancing Translational Science (NCATS) :  http://www.ncats.nih.gov/
Foundation for NIH (FNIH) : http://www.fnih.org/

Regan Udall Foundation: http://www.reaganudall.org/

10. NIH @ 2 A 4 BfHF 7L RYY—X:  http://www.nih.gov/news/health/feb2014/0d-04.htm

N A T I T\
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2—2. Biotechnology Industry Organization (BIO)

Biotechnology Industry Organization (BIO)

Bt #£ #fi: 1201 Maryland Avenue SW Suite 900 Washington DC 20024, USA
S Fh: +1202 962 9200
F A X: +1202 488 6301

Homepage: www. bio.org/

ok B BF: 2013410421 B(H) 15:30~17:00

m % % BT LERERETEM

m  # & Lila Feisee
Vice President International Affairs
John Sloan
Vice President External Affairs & Member Service
Andrew W. Womarck, Ph.D.
Director, Science & Regulatory Affairs
Roy Zwahlen

Associate Counsel

Contact Person: Lila Feisee

Vice President International Affairs

TR =<
UTOEBICETLIHAE, BRINELITIZL,
INAFFEFEDFEBIIKT5 BIO ORI &, BE
BRREFIZX T2, BIO Ohb) FIZoNT

BN E:
1. BIO O#EEE

BIO 1. 1993 EIZFE &4, KE WD 1,000 12 HZ 5L DEENRE B ER>TND
R ROANSAFFEZEZXEFFETHY, K 160 NDRZy 7 )PNHIKBEZE AT JEIAVS
AXEEOHELE - FERIZPHA TNWD, ZOHFTH, FIRABEEEOEED 66%% 5
0, SHIZER 25M KRV LT DAAF T I REDN 2% % 5D TNDHIENL, ZNHDE
HO=Z—XZ+ IR AT, B2 OIEBZREAL TWD,

BIO DIy iasd, “Create a positive environment that promotes biotech innovation” T,
COBEMZERT DO, Bl E B ~DEEH TR AY72 24 (BIO International
Convention %) ZFfEL TW5%

18
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BIO OIEF DR L LT, Committee Structure 23H V&= BB EITZALOELICEDLET
FNZE LD Committee IZB ML, £DIEEN 28 L TLEREFREZBLY. BIF~DREZ
FEDTND,

BIO O& BEIZIE, FERE OB, FESHFEH ~OSME, BIO »oHEESH
LEEEEFROZEERLARBEMLPIHY), CERETESEINEI D, INERERE
ELSBIIRVEL Tu— VAT REPOHRSBERDONANALTT/REET, ook
MEB Lo TND,

2. BIO#E8 5§ 5Public-Private Partnerships (PPP)
PPP (I NAFT I RFEIZESTOEEFETHY ESDT =T A/ X—a 7 — A
DOBPLLATED , FEBEEOZT, B2 R RETAMMF MR L@ - HEL T D,
PPP IZBWT, MIHI OB @2 EZOFEL TDONPNRERMBELR->TEY, =
Ve NT 7RO, BUF RO RS TV MR R EREEZRZL N5,
“North Carolina Biotech Cluster”® /77— A& TiL, 528 DNNAZTT I/ RENEEB T, 1 K
RAOHEFE LT, 99 KR A OBMBENEMENTZFELRoTND, Fe, A
FT 7 FETEHLIEER OFHFEIIL 75K KRV CRARO—RAEDFH 1L 40K KK
V)T AT FRRICEDINBUF ~DOFUADE R IZ, 1.4B KRMITEL TS,
BIO &L Th, av Y — 7 AEDQHAE L O H T AHIBFFEHEEIS° FDA -NIH % BUMi#% B
EDILFEBFFEFICEAETe % EHE PPP [ZBATHIEENT AL TRY, PPP ICE T2 84E
EDEBEOLKETOMN UNELRESEL . KEIZBIT DI HLCWE SN TOEE
BE T LEDEBERFBEICE D TNDIHITH o773, bl PPP 1d, JAEICEBEN
W T HLDOTHHI0, EREREL TS0 BRI F -0 EREL2HL
TWADITTIFRWES Th-oT,

3. Bioscience & Regulatory Affairs
BIO ®4% B O ClE, Genentech, Amgen iU EL TELDNAF E KT ZE FHITH N
AZT 7 RED OO LETOLHL A AMAERLORMH | BRRFERE, AR a0
&, TLTHEANAFVIT =0 RICHEBRIZEE A TS,

4. BEBEZEIIXTHBIODD DY IT
BBEREICEGRTHS BIO OB ALL T, BEEMZESIZIL ORS00, BIfRe
FEITEEREIR DO Committee T, FDA OB FIFEREIWNETHIENTED, £/, HFREH
LTI, RNAT B3 20 SRR R O FIE AL T,

31 %

BIO IE¥ W WK ODDNAFTIRFED Y a—r —ANRBERNOLAZ—RNLT208, 5 TR F
MEpLELSBLEIIMZ RO —HAE~LRELE, SOEEIL. S EEEN
Committee DAL /X—L720)  BFIZTHEEALELD TWT, BIO REBEREOFFEZRRKRL
THEBIIZIEEF L TWAIENE L LD, FFIZ, Regulatory D HFIZBW T, 2 BER/FEIC
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Genentech ° Amgen LV oo ROy RSP EW HDONAFT I REDPNAFTEFEL T, ¥
RABFNREFEZLTODIEND, NAFVIT—0 NAAEIE G ORE TR LB ERIEICEO
BE<, T b OB IR IS A TWD, PPPIZBIL T, BARRICEEMORBBELL T,
BIO DSHLE/R> TEENTEITIZEITRNWEITHLH TDORIMICEAL Tk, o B3Toh T
WD,

(a7 1E)

% ' B
1. BIO Overview

20
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2—3. National Institutes of Health (NIH)

National Institutes of Health (NIH)

BT 1E #f: Forgarty International Center Conference Room, Building 31A,
31 Center Drive, Bethesda, MD 20892-2220, USA
S Fh: +1301 496 4787

Homepage: www.nih.gov/

MO B B 2013410 H 22 A (k) 8:00~10:30
H R OB PT: LEPTE#

M #8  #: Michael F. Huerta, Ph.D.
Associate Director, National Library of Medicine
Director, Office of Health Information Program Development
Jennifer Couch, Ph.D.
Chief, BD2K, Systems Biology, Computational Biology

Department of Health and Human Services, Division of Cancer Biology

Contact Person: Tina Chung, MPH

Program Officer for Asia and the Pacific, Division of International Relations

m ok B OB
UTOHEBIZETOMAE., FRINEZITIZE,
Big Data to Knowledge (BD2K) A =37 F 7|22\ T

N

OB ORN A

B O

1. Big Data to Knowledge (BD2K) ZE i D7 &

1) EYEZFIEOBIR
S B AYEFVETITIMIIUE~x O REEN B EICE R LR T — 454
FELETTRY., T —2ERNB OIS/ o TETWD, LNLAENL, T — 228 H - #
BT oI RO MABEELET — 4R LA T2, Y —HEEO
KRR, TI7RADUEESE MDD, ZOIFEALITAEMEZFIEII2 =T 4 — CTHRIKSFIH S
NTORVWORERETHS,
EYEFFROERBEREIT. BRI EH oo B IR ETHY, T —FTidel,
NIH TOTAT7H ATV ABEE Y/ T = ~OBM AL, HER»OLO FHBR N Z R
T REENOORBEBENIZ AT, B YT TEITHERELNL TODRI ThoTz,
1990 FERID FAT AT ZFFE - BB Tl 192k IT IEHANEEICRDER/HS
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NTEY.NIH b BHZR -T2/ N T 0 2 7 COB S Z Wi AT > CTE, Y
DYFT —H IR — Tl T—HIERA DO BT — VR EL A MEIZLEE o7z
7‘:&5 K&p7 vz e U TR RICEGR Lo I IT B bR o T,

A BIHERNE LR v/ T — A ERAEBORFELEL OOHOIRIMER-
710

2) AEWEFBSEOR RO T [ L s
T—HAOMAEFH, FIEST —FDOEE, T —FXY— N A~DT I ERAERZHITTHT
&C research ecosystem (22720 AT T4 T 4w 770 A ) _X—2a R BEITT D,
T —HHLOHFRIEENICT NS THD,
B 7T — IS BN O E A IS T — 2 TEERLTVD,
ERERLD NIH 077y A -alr APk fERICEY NIH i ZE A= (the
Advisory Committee to the Director: ACD) @ F 2, DLW E F DI FEHE DL ERME. @QFK
SROEMEFOMFEN . @F —F R OFERBELMRH T2 3 2OV —F 77 V=7
MBS,
T—X 7= 2012 FF 6 A 15 BIZE Y F—20 b8 R%155 (Big Data to
Knowledge : BD2K) IZ DWW TOIREEIELZL R —MIELD ACD ~#Hi& L,

2. BD2K A=37F7 EEFHHE%E

NIH i%.2012 4 12 A 6 A& 7 BIZITON7Z ACD IZBWT, AEFEHIEII2=T 1

— LI BD2K EFFEE 2R E Lz, ZOFEZEIT, 2012 4 6 A 15 B IR

SNTRBFHIZIDOWT, SHIZNIH N TOFEBRLRE TREINIZHDO THD,

BD2K A= 7F 71X %8, %, BHE~E@EDTL, £ TONHMEFT&EAZ—

NEMIICH /- BT5, 0T —2Hh L OEYEZHREHET D, 2=—IhD 7

FEMOFET, EME 100M KkRLDEEEFRATHIRE I 0 =2/ ThD,

BD2K /1’:°/7’3"‘7°T° I, AL CWAIEROER LA CBEEY — VOB RS2 HiE

TOTHRL, T—FERAOHNEFRERFZHICREFT2IEE2ERLTOD2, Hil

o B IiFE iﬁﬁ'kﬂ“éT FZDHFETEVTHY, T —FDIEEME R IELE LD F1 A I

FEOBRPNFIZONWTUL, S B W T22LE2-oTND,

BD2K A=Y T F 70, R T —ZOF BICIV AWM EFHF50E DS EF R 50 AR

/AL, THARESFOMBESLHELIIETIHOTHY, IR ERE T TOy

FHME T — AOBRARL, ETFOEMEFE DT LUNNET —F2 A= AT 5

REBROBLFTE DS MEECT R ETHD,

BRBZFEZEELTX

@® %”ﬁ%é%ﬁ%&ﬁ%%/& TSR BR OHEE | £ EF OB EIRE BT %4

MTOMBRE, BB REOZHRMEERETIFIELZRE T OO/ N—s

Ve AR—ZADRMEEZEHE T, 7 227 A Building Infrastructure Leading to
Diversity (BUILD) D32 h Eif & & e 4 THE

@ WFRBERSCE AT EORR DR E OEAILLD, KEFE R ORAR I FEE #
BoMmbrEte 4 THE
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@ WEFT —FROYT7NI =T OABE TS FEEZEDLF -2 M~y
w77 —4% (Big Data to Knowledge: BD2K) | F #1285, EWEFT —FDOMMED &K
KibEETL 2 BB D, ENENRERRINTNAS,

A7ayx/MNIE NIH NOFRFTBSEL, UEMAFTVRETLT —2&2t 57

BT RET =TV w70y Th T=/0)R, EERY, BXOREFTONHES

EFEHERELBE THALY -V T AR TEEINEITETHY., BEIC. Key

Person #JEE LU —=0 T AT~ ay 7 OBRMEZEIZIY ., 5% 0 B(KAYE

ERIZBETHWHE - ST Vo /A=A O BRIZEFLTND,

3) BD2K W3R DRET s TA
NIH i, 2013 4£ 7 A 22 A BD2K #F5EHL s (Centers of Excellence: COE) DA T 1175
LDFRSEFEFE L, SEIFEESNTZ BD2K COE Fu/ T A%, BD2K A= 7F 7 FT
LONTFESNTNDT 7T AT 70l TEDOILRADLEDTHD,
TDRET O T AT, 2014 4 10 A £TIZ COE % 6~8 IR FETHD, BIRE
A7z COB 1E, 7 —4DEF e, o R OEBOID DR ITIE, FEFiE, Y
ThI=T RO — N ERE - ETHIEICI T - B bR AT — ORI
VER R =T A —DRENEEmOHELBIE T, £z, COE TIHFEACHEEIZ,
TR E EOFEORALEEOHE LR TS,
BD2K Center of Excellence DR SIZH T HE &AL Z TN EEZDHMRIT. 7 —4
AT ABIRDOH R T —~ 2R THLERDD, BRI, T 20K E ., o<,
T —ERX—ZADORBEEBROOOT Ia—F  Fik, VI =T V- VOB REE
BT AR FEE B R DB TS,
HFFERI RS DA TN ARG IT, AFFEE - DICIRIREESNAZ LT > TS, 2B,
FEE—ITEFo T Y=V T LKL MBI I THTETHD,

Fr B

NIH (ZOWTEEFMESG L TR L T&E 23, S EOFFRICERL Tid, 10 B IKE OBUF K
B PASH S — R 23 5 S E 723 B E RTICAEBREN e EEF M T2 F 2 ke,
fRERZOEBHEBHCTEILRY . F 2 ODIZx iR L T2 W e Dr.Huerta, Dr.Couch, 3L T8,
BRE HIIZ T L Y LT 2720 e Ms.Chung (20 BREGHZ R L7200,

BD2K A=V 7 FZIEFHBENBALZ —RLIiEN0THLN, R EROTFA T A= 2PLR &L
THERZRE TR T5 NIH 3, REZANTE Y7 7 — XI5 FA OB AZBRME L= &R
WHEBTRETHY, SBEDIIBRREEELEL TUT<OM, M ITEE A B AREES TR
BERYEZEEITRAELL ORI+ — L TTRETHD,

Fo FR)

% fH g Bk

1. NIH Big Data to Knowledge Initiative (BD2K)
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2—4. Critical Path Institute (C-Path)

Critical Path Institute (C-Path)

Fr 7 #b: 1730 E. River Rd., Tucson, AZ 85718, USA
= L. +1 520 547-3440
F A X: +1520547-3456

Homepage: www.c-path.org/

WO OB B 2013410 8 23 B (k) 10:00~12:00
OB P LERETEH

m #  #: Martha A. Brumfield, Ph.D.
President and Chief Executive Officer
Steven T. Broadbent
Chief Operating Officer
Enrique Aviles
Chief Technology Officer
Lynn D. Hudson, Ph.D.
Chief Science Officer
John-Michael Sauer, Ph.D.
Executive Director. Predictive Safety Testing Consortium
Liz Walker
Director, Regulatory Submissions and Strategy (via telephone)
Gary H. Lundstrom
Senior Project Manager. Polycystic Kidney Disease Consortium.

Predictive Safety Testing Consortium

Contact Person: Steven T. Broadbent
Chief Operating Officer

m o B M
UTOEBIZETOME., FRINELITIZE,
B0 R 05 1 Fe OFEL {4 ) B s
Public-Private Partnership ¢ Bz #H 7

B R
1. =
1) C-Path DHLE
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C-Path {X, 2005 =12 FDA 24T HHI L7z Critical Path Initiative Program %521 C FDA &
@ Public-Private Partnership (PPP) &L TH R L7c 2t RRFFEFFEME 4 THY | EE
B OEH, HERFEIANOERE. A EOERT BLIUOZ R L% 2705
M7 EYEDORE 2L OBIROBBEE IR THOILIL, EFRE DA/ N—T 47 D
TRITATRT 7 a—F PRLBEEORBRCH LM T IESCIEROEELZER T8
FEHMEL TS, ZHICIV AR O@EBESCER ARG ARSCEANRDLNDZEN
PS5,

C-Path DEE E&1T, FDA MO0 I FREEZEMH - BEMEIPOOIIEE S,
DYV T AR BRENLORBETHERINTEY, BEPLOE LI ASTHRN,
REBREOKREEZBELZay Y=V T ATHD CPTR IZBWTI, K'Y EHNLE K
BRI Ny I T T HZ T TNE,

C-Path DAF 713 35 A THD, (2013 4F 10 A K &R)

2) FEHFOaLY—UT A
C-Path ICBWCIEH7-RERGFIMEEOHELS, A FEE - IERPFHRETOER
SRFZERE 3 - AR T u e ADO B R - BE I BB EBR AN EEEN =Y — VT A
K THEDTNA,
2013 FRITIREIF O =3 T LI LT O 7 2 THY, R 1,000 ALL EDOREF L 41
DEENRSML TS,

CRITICAL PATH
INSTITUTE

s Biomarkers

= Clinical
Cutcome
Agsessment
Instruments

s Clinical trial
simulation
fools

« Data Standards

_J@cpisc

o
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> Coalition Against Major Diseases (CAMD)
CAMD I, B R AR B OIREOTD OEFIF R Y — L 2RI 570 E T
R 7 Fu—F L7 ut AR RE T A0 ELNTZ,

» Critical Path to TB Drug Regimens (CPTR)
CPTR V&, TB () IR T 28 LWIRREIE OMNE B R R A REL T 22 8IZE L
C-Path, BNV &AL H 7=V B H R O a—r3 )L TB TIAT AR EETLE R/ =]
Ty T ThD, EENTODSHEIL, LM<= —L 7 —ZEELOfRE,
HEITHED TB EF NV EERRBR Y 32—t ary— Lo %, RO CICH LWREIEDT
DIZHE AR H S AT =A% T2 EE T,

> Multiple Sclerosis Outcome Assessments Consortium (MSOAC)
MSOAC @ E72 B #X, Multiple Sclerosis (MS: £ % 8L AE) VIR DEE FRABR DT T A
V=5 WFaF A< =RV RRA ML THRIRENOHRESINTZT U A
(ClinRO) AV AV LA NMIDWT, FDA & EMA 73bDF8GE (B 1) A Th D,

> Polycystic Kidney Disease (PKD) Consortium
PKD 7UhA LA =T ML, LI BIE DA 2R MR R To O DB RIRT A
v h= =XV CHW AR Tp72 5 @ PKD Foundation, FDA, C-Path &ERFRE B 52# O D
FRFFEZAT > TV D,

> Patient-Reported Outcome (PRO) Consortium
PRO Consortium {3, BEARFABICIS W TEELDOVTEEREI N2 RRARELT
BB C LD E R 2 B R (26 57572 @ PRO Instruments Z B % fREE T 572 0IZ/ED
iz,

> Electronic Patient-Reported Outcome (ePRO) Consortium
ePRO Consortium }Z, PRO Consortium TR %L 72 PRO Instrument # 8 F 77> N7 34— .1
BIZIFAT = T2 BTV Na  Ca—8— U T EIIAETI T4 T IREFIG
BEVATL) ETHEEICIDERDRFMFERLL TR AL T D72DITELIL,

> Predictive Safety Testing Consortium (PSTC)
PSTC (%, FDA. EMA & PMDA OO0 T T, BFES 422 THEBTHI 2L 2R
IH UL T D720 IEL IV, BLTE MBI 2.0 i (CHWG) | AT I (HWG) | B ¥ 75
(SKM) |, L% (VIWG) , Bl (NWG) | B (TWG) DU —F2 77 0 —7 (WG) BRES
T, WG H TR miRNA, Histology 3L U Statistics DF — AN THEL T2,

3) ZHVETO C-Path DR
T OO BRE EMEAAT~—I—%FFE L. FDA, EMA LT PMDA 23 #4 LFFM L
7o
Alzheimer JRIBEFFMMDOIZD DF LN I2b—a Y — L EBFE L EMA 238 & &5
i L7,
2008 FE>5 the Clinical Data Interchange Standards Consortium (CDISC) £3L[F T 4 2D
CDISC & & 43 B (Alzheimer’s., Tuberculosis, Parkinson’s disease. Polycystic kidney
disease) DT —HAZ L H —REAER L, #RHELTZ,
CDISC ® Alzheimer 5 DEERABR T —F 2 EML  ANCHARBBED T —FX—=2% R
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zE,

2) C-Path Online Data Repository (CODR)

CODR /., C-Path DY =L T AZBWTEHELNEM B RO A~ — I — R
PERBBIOBEICLOERE D RTMICEE LM EH 58 #8977 —#%, C-Path =
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— IR T =A== THY, PPP ZEE L TV L CTEHEERFELRSTVA,

BILE, CODR (21%, CAMD-AD (Alzheimer Disease) . CAMD-PD, CPTR, PSTC Clinical
LSSP. PSTC Non-Clinical, PSTC Clinical Kidney, MSOAC, PKD 23%%,

3) 4% @ Key challenge

3.

C-Path D45 % @ Key challenge b LC, ZIURBREDLLOH 1 - KB OREMR, +o7aAs
YTHEROLDOE SR, FHRERTE T VRAICLIDRBNIRLRWIE Bl 7t
LB EOEE . T ONERTFEOTODBREEH, 2L ) — 3 T A N—DER
RABREZETTVD,

Predictive Safety Testing Consortium (PSTC)
1) PSTC DifE=
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2) & WG OO A

Bl (B =) WG
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» Jvbh GLP BMRBR CTEAFRBEEELE=F—9 28 AR~—I—LLT7 2D
BM (JRHFEEE ST (Kim-1) . RFPIZFAZV JRETNT I JRF Trefoil
factor-3 (TFF3) , R AZF L C.RF B2-~vArnruT Yy JRPFRE5T) %
S L., FDA. EMA K O PMDA LY@ IOV TOIERD REEZETND, i
50 BM IZ DWW TAXRLIELNE B TOM A REMEL R EIT > T3,

> RO 7 o0 BMLUSOEEE BMIZOWT, BERIHOBEEOR P CEE
DRHFEEDE=FVTIZBITOHE AN, RO, ERFREEE COFEMEIZON
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D (DB R) WG
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HIEMEOER THD,

A (ILEEE) WG

> WG OF— Ui, FolEER CEMIB T, FAITF M B EOIERK K CERR
BM OEE MO ThH D,

> FEHFREMEBEIITON, AXROFNREOHEEERBRTHOIHMETRS
NDHM, TOREBAMFRFT RITEMMRERM TR, $heheb E225, PSTC T,
FoMPbIE EREHLNIME FRGNEDTFTREE S RER RN T, b
NeAD =X AOBEMENRED BM 238K LT3,

> F EBERRBREOERABICBWZE2EEE=F—TX5IEREED BM b
BELTQND,

B WG

> WG OF— Ui (FolmBEER OREYICEW T, BAFREREEZ D BM OFEk
HEOERTHD,

PSTCZ IMI SRR Y —%DL D SAFE-Ta ) —3 T AL RAFRITEE, BEER

VMEBEEIZONTaTRL—ar 2B L,

3) 41 ® Vision
PSTC @ Vision LT, EFEMFAFZME T DD DRI VAL —Ta T Lin Rk EEEIEE
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FDA *° EMA IZEEA SN T DZEEND, Hil M Brbbm <FHESN TWAIEN [ d, —
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WG IEE T, 28 A D C-path O 7P =/ MAME R 100 N B OEFFEEEZEZLD TS
VAN %HE'%" IR ORIz 7my eV MNEEZ L TWAZENE LT,

ASEOSEICHEETEN: CEO 2ihH L5 C-Path DI =7 A /3—|%, C-Path & HS BHIZ
x4k )f%?Z)VJ‘foCOZEI/\EEZL/?”:CEDT“Z?;@\ HS BTEIZ, B A TO C-Path DIFENHEE D 7= D # -
AN ONWTHRETTAZEEEFE SN,
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1. Critical Path Institute Overview

2 Accélerating Pathways to a Healthier World -The C-Path Paradigm-

3. Building a Translational Safety Strategy: Review of nonclinical and clinical biomarker

qualification efforts in the Predictive Safety Testing Consortium

O

FAFREREBE R ENAL I —RDT 7 —~aF IR N T — T —FHROFE

BTN

http://www.pmda.go.jp/operations/shonin/info/consult/m03_pharma_kekka.html

2. FINAL CONCLUSIONS ON THE PILOT JOINT EMEA/FDA VXDS EXPERIENCE ON
QUALIFICATION OF NEPHROTOXICITY BIOMARKERS.:
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and procedural guidel
ine/2009/10/WC500004205.pdf

3. FDA NEWS RELEASE:FDA, European Medicines Agency to Consider Additional Test

Results When Assessing New Drug Safety Collaborative effort by FDA and EMEA expected

fa—y

to yield additional safety data:

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/2008/ucm116911.htm

30

— 434 —



2—5. ISIS Pharmaceuticals, Inc.

ISIS Pharmaceuticals, Inc.

AT fE  #fi: 2855 Gazelle Court Carlsbad, CA 92010, USA
. Fhi: +1760-931-9200

Homepage: www.isispharm.com/

H P B B 2013410 A 24 H(CK) 10:00~12:00
O B AT LEFTEH

W ¢ #&: D.Wade Walke, Ph.D.
Vice President, Corporate Communications and Investor Relations
Kevin T. Skol
Director, Business Development
Joseph Baroldi
Director, Business Development
Erich Koller, Ph.D.
Assistant Director, Core Research
Kiyoko Shimizu

Project Administrator, Clinical Development

Contact Person: Brigitte Porte

Senior Corporate Communications Coordinator

MmO B B
UToOEBICEATAAE., HHRNELITIZL,
KRR 3R A P L L LT [RIAE O AR BRI
R&D HEWE &/ — MU ZHEIE 12D T

WOBON K

1. ISIS Pharmaceuticals, Inc. (ISIS) ™ A% £ B I
ISIS IF 1989 FEIZRR M S, —BLTT v F B AEEOH IR LML CWAKZEE
BEONAF=TEFETHD,
FEIAERB R Lz, 5 1 R OEAiEZEE (Phosphorothioate ) TH 5 fomivirsen [, -k
AH A )V ARERE S %18 R T AR EAFI & LT 1998 48 8 A 12 FDA DA AT T,
F#IE FDA BAERRB LR OT o F 2 AT ANVAEI TH 5,
F2. FULE 1| HROEMERE THD alicaforsen 1X, FIIEFE R Z WIS IZ, 2008 4E 6 A
IZ FDA. 2009 4 4 A2 EMA J0#A A5 BIn R E %% ). Named Patient Supply 7

31

— 435 —



