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A KRR - AT  FREURE - RERE - VIS ER L
FrEERy " SEVUR Tk ay ) IEHREEE 2R BARERIRETEA THHE
K WA TR R RE R PRERY, » G PR 2 Bt B Rt Rl o e SO SR g B

 HEABEENWEENE A S mE o AR EEEE B2 2017 £

"KoNECT-DIA EEPRGEREIEHE & - 2 " BB R R ER {2 , (Korea
National Enterprise for Clinical Trials » f§if% KoNECT)f: " Z¥/ &R ; (Drug
Information Association » ff# DIA)FE[EIZ8E » Kt B R BB R e BB ER PR o -
5 £ E A B D) A S IHER RSB H RS > DI TR RS R A a8 e -
et g et K Sl E B - (R PR SRS - B0 LR ARy
UL HVERIR SRS, - HE I SRAVER RS REE e p SR i PR ~ R PR
SR RBIR EES > DURGEMIA - GlanggE] ~ HA R EIH AR - DU B
B4 4 LR A8 (International Conference on Harmonization, ICH) £ E17 (2 Es{EIR
sBRIES ) HEHERE ) B ERA T G B (E I - G0~ B RE SRy 8 A1 ~
ERPREABRII R ER S 2l B IR - el s 2 A B B AL B S R
BRI RIALBE R > UKD ~ HA ~ o R s A £ BRI E B R SRR
ol s B R e PR B 2l B R g P 0 =2 B RSB RV - ST & 45 R
REZRZFEEHN = 2B S T0 (Samsung Medical Center) FfkiLIEE S0
(Asan Medical Center) —FF KAIS[528) -
B EIRE R EHE BT - BN ERREERN R i Kt e (E
AT ERANRST 5 - AR AR EEAVHRER L PRS- B
PB4 B SR AR SR E BRIV, - EANERFTT -

dUwf

R BRI EERE R (KoNECT) ~ #&:Nie (DIA) - EERER
( Clinical Trial )
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=~ BE:

— ~ {718

H A 1712

10 A 31 H | BREEEBEH

plenary lecture 1 : Bio-Health Innovation Plan for Korea

Session 1: Patient Centric Clinical Development (& 4 55 1-/5:%)

Session 2: Updates on Regulatory Science (& 4 35 75:%)

Session 5: Precision Medicine and Clinical Development (& 3 5 7-# %)

I1H1H

Plenary lecture 2 : Medical & Social Value of Clinical Trials

Session 6: 4" Industrial Revolution and Clinical Development (& 2 %575
)

11 A2 H | Session 7: Clinical Trials: More Unseen Than Seen (& 4 57 #5#)
Session &8: Evolving Ethical Topics in Clinical Trials (& 3 #5515 #)

Session 10: Data Driven Approaches in Clinical Development (& 3 355
)

11 H3H | Eu&E Samsung Medical Center & Asan Medical Center 25

= ERNEREE:

AT & FH R EATE ~ DAL - RGTA - ke (I (A R BRET  BRER R
SVEBRIESRE - BTt 2 BN & 11 55 1 R0EEE - SOBR D e fy B
B2 M T/EY (Risk Based Monitoring Workshops) » % T /FEF ] B e SR
frze » EEMARSN HAL > HEM SR EE (A (S - I8
A S BT - A SR Bl e SRR HRE - B AEA 25 E
EZ BN MRFE TR TIARER |~ T R R TRl T e EE
P 3R -



(—VERER sk 6 HiER):
1. 2f2%Ea# 1 (plenary lecture 1) : FEEIAEBEFEAIMETE (Bio-Health Innovation
Plan for Korea)
e & Joo-young Kim (MOHW, Korea)
o M

AR Rebitas & 5 — B FHERE#E AL /& HET (Ministry of Health and Welfare)
(REE A2 (E#EFE (Division of Health Industry Promotion) & Joo-Young Kim Fié#[E]
(FEESE (Health Industry) HYRIRTET = I TH S - WA EITEREBIAVIESS > DL TR E]
TERSSErE SR ~ Btea M e SR ~ (billin e SR ~ REURIER - IBAEREE - AR
WRIFESRITE ~ 80t 9 (EmARARHIE] -

2015 FRaR R E EMN N T 54T 1,300 E3EE 0 MZFERKmE 9.1 JkE
B 1.5% > AEMEREAESEAVEL T - SRR A SR AV CHE 2 PR ERF
EHOEAZHZFRERARESS - 2016 FHIOEDE 10 B3=E - WEHEBUE
CI8E > BRI TN BB (R A SR Y E E R 2 2 e €,
FEBEFERR K L - SRR DM B R Rl s e bt~ BRI h0 ~
FIR e TP - IRIFER BRI EBUREHTTAT (KISTEP) 1£ 2012 FH#ETTHY
—PiE > R REH AR g s T DL B
WIVEE (4 54%) » HAORBRIRIRE (14.2%) @ W50 Ry B BN fE 3 R &R
A SRR %R (ORE 14%K 9.7%) » BRI AEREE B R
& e NAERTFRR N E IR SO S RV BART - H 5% EEEE T 1R EIfE
(EREE SNBSS - WENVESVE = - fula T

(o] B

HERERET R B R | SR 4 AR > Fh LRSS
FRBISIER GEEE 92%  BEE 84% » SEA
60%) » TSR BIRE S 1 FARAT A B (Big data)
YOk HEOR R

I B A 100 8 A MTREARE (cohor) -




LIk 51 EEEFEIREER,
2. ERRBEER: B 0% FrVE RIS HE

BRI ESS

3. NEMEER: #HABZEDREAR 25 71
B N HIRHARBAS

4. FATHEER: B (EFEIREE A E (National

Health Insurance Corporation)#EH 55 B 4LEFE A
AR SEEE(#EHTTHAE (Korea National
Institute of Health) QIR 29 & 29K NAIGEAES -

BRI ADEIH B FSE —ARE AR - HiH b R i Ah R E
(SR NTIHY 26.4% » /& HAhAESERY 3 (5L E -

AN SRS Y& | gREHY ICT e At s — » HegEAvEs BT
FHZACT) LR MR Py A A (patient import) f2 B
T (medical export) VRS » 95 A AFH 2011 269 12
B E 2016 FERER 36 EA; B 2011
R 79 1 > % 2016 R 155 1 -

WEEBIAEEESE (pharmaceutical industry) 28 A ELRHEE 20 (E#r4% - HHPEKHE
8 MR B AR R (S5 ~ BRER %A Bl > RCflolim A8 AR 3.1 JkesoT - 4%
ST ARAEH 2017 4 5 H _EAER - BERIRHE S A S R H T f BT 25 SRS
HHZ — {ERARREd e 2 R B2 SRR R A% - 10 2017 48 12 A SR A 1E A

AR T —=E R AR TS AR R REE V) R RS R R
RARAVEREEESE (AR RIS SN S fe U7 Ir e T RY) - (RS2 | R
YRS SRS Loy Rt ~ WR2E ~ BB DR BURIGE F IR 5 1A > HAA R
T



HH A

L

1| Wigg | STt EERA KRB M N\ LB SRS Y 2R &

=]
2] EE | B AR DinBh SRR EFEREIEFRK
%

3 7R BRI A iz e 1 2 B S 1V b Rl (R ~ HIGE ~ 508 ~ 1T3A )
B3 fau ]
Bh)
4 | B KA E E b iR E S HTE ) - Rt
BURM=

SRR~ ot e AR R E - DU B

BESE > REREGE (Big data)fEFHF R EE SR EER R e bR B S S8 e i B S
B FEE RIS RIAE 2010 K 2012 FEFRAAEETT K BHRIE RIS © 5B
SR RS e FH SR AR B BT R BB IE A S & M DUBE LA A BT A T
B o gEEIKBHSHYE RO T2k 5 VU(E & RS - 5 T BR @R RS
(National Health Insurance Service) ~ " {@FFE frbam a2 KT oI5, (Health Insurance
Review& Assessment Service) ~ " ##EZHE #5690, ; (Korea Centers for
Disease Control and Prevention) ~ " B{ZZEEH s ;  (National Cancer Center) » E Al
RETRFE S S ERER - I ER PG - FrE BRI 2 P AR At 7 i
FeE M - WEIERF H ATAIRER SRR H AR T

HATARE AEKEE

L /D REME: SV ORBIRERREE | 1 B KBRS R e H
% EHIRERIIRS - H A& A [E5 1% Z/NH: BE/NHTEEHEILNE

FEHER BT AR TS, CEE AR AEFE T - SRSy
2. BEE -~ STERBIEHIHEE: % ~ AR A ~ EE R
(DRSBTS BRELL | RN DIRCEIESE 5 (ErT -
B 2. J* 2017 fEJ&HT > FRILIERI R EHE
QUERARFL; AR EESE A HRNS -

QPRI HEEREL —




3. GRZ ARSI AT R B e Y (i R

EFENER -

FEAEEEEL (Precision medicine) /RN AT ALY AP Sl - (FIE R E3EE T
TH > SREREE 2017-2021 FFERAEIT GRS EATAE - HIRIEAT:

Ebi IR

A IR B S 2l S B REig T 1 E AR ER AR,
2. Ee/l 3 EEyEoa i

—_

EREE TR S avA TSNS 1. AT LIEE Y R BEAYHY P-HIS %47
(Post, Precision, personalized Health
Information Sysytem) * ZEERIEEE 7%
[ REAH B IS5 R

2. (HEREGSEWBEIREDE - %

MR AR EETE -

HETTHEEERTREATE (cohort) L USRS AT » T
PR

). Y EHPEEEBATHIE AT - AT
EFRTA -

F/EBEEE (Regenerative Medicine) 38 e SRl 75 TH > HEE] £ 20 HAEE BT E S
B A RIS IE » DRSS rY AR BB e i a8 > HSRES RSN -

S SR
HATHE A 1. B RAY AR B2 L T i3S
&,
2. BIEFIH 3D FIENEfiraisE S 'y
FLBER T KAkt
3. BVHAREN P RIZE -




X

S ELEIR A B2 AR S . BT EAEREAR ENE R E A
e
(¥R E B A B S AR T,
Qi FEERET S EHERE

fir - AFLEMERH -

2. FEHTROEZR ~ BERRHE B
AIRkEr - EHRF AR B R B RAASE,

3. SFF - BN AR AR

I -
TR B AR 1. ARG - DR ALAER A B
Ferpkh
2. RS B P A B B A SR A T
afE

3. FRTIEEBEEENND -

FERE ERR R AR R Al EE SR b - R AR R A —(E AR A B A SR A RE
RIgE S
(1) 217 " 2mEinBIE R ) (Total support team * EE) » ¥HA B IIATHRATE
M| > EENHETTRASE RS HEE - # B R B R,
() TE R AR ELRIFAE E BRI 2, - HRR R RLVE SR E RN, SimehEs
N B BHE e B A B,
(3) BEBEELE AR - B EBIRRGT R E LB A E:
A. TR [l Y B RS R A (B AR oty T AT 15
B. FEth BT R R AR (R AR sl & s Al (2 -

i

UJFFT

TR A B sy (Infrastructure) b > E&EIERELAYSENS Ay
(1) REMNNEHERER HEE K B IRIS I HIIEE,

10



(2) EHHHWTFTERZRAT - Dbt Fe A BRI 1M R I

(3) PSR AR ATHUSHYE S - B2 BHREE (vulnerable) BIANP 257 BRAE R A ~
LN N 2 SR AL T A BT (public R&D);

(4) FEEARARAEREIRES  BIAIBH S B BB R,

(5) A AN SRR BRIy & 1F - BRI SEYIRT SRR B A RE -

ar

2. EEEYRENINERR (Expedited Pathways for Biopharmaceuticals in Korea)
3% Kyungtak Nam (Senior Scientific Officer, MFDS)
o Fi /&5 5%  Session 2
o HAETEE:

AR R A T BR 4 L 22 4 . (Ministry of Food and Drug Safety, MFDS)
EFRPEEE Kyungtak Nam s 2ICe B SEY) R IR 38 At - FIEA 22 (BIans<ET ~
B ~ HARMIE - B 7 inEREEYI % - FREC R RESY AR FL 0 ¥ 48 > sRE A
H B CHISEYINIREE & S AT - SRR E SRR & B AA
PR A% (conditional approval) » 55 (B /oA (priority review)Td] - K
#EagE] MFDS A&7 T AEY)BIEER 7 854 iz A (Regulation on Approval and
Review of Biopharmaceuticals)s 41 5% » 77& NYIFAREELZ —F - A HER IS
=

() $tEEAEmBERERRK GINEZR ~ FBIE) 2 HiEE

(2) RPN ZR » (B3R T e R A AR Z HEE 2 -
(3) ST IR ST I AR THY B -

4) fL5LEE -

(5) BUR{T/BR T AR - et NiETeT 2 2 EEGURAERIA -

NS 2014 R 2016 R BRI ERHIRIOEZEFEE -
FR AR > A B A B S A R AR R B R A TP LR

11



() AEE: DI AL 32 0 - (SFTAIEZECRE 21% > EURZ8 Rl

ANEES o S EREE 240 [MHEER (164 B TAER) -
* Approval Status(Overall)
Recent 3 yrs(2014~2016)

# of NCE/Orphan
Time taken
Category | approval e take
items Total  imported Domestic BMUCIALERCE)

154 288days

Total  150%) (100%) e (197days)

. 32 32 240days
Expedited (21%) (75%) 29 3 (164day)
122 11 410days

Standard 2900 (259%) = ) (280days)

g
o

ORZAEREAH: 32 7 > 8 PR DU ESEY) > 24 (R Rl 52 4%

« Approval Status(by category)

Recent 3 yrs(2014~2016)

Expedited pathway
Category . : Foot note
Total imported domestic

1(anticancer) 8 8 - conditional approval

2(resistance) - - - priority review

3(pandemic) - - - priority review
4(orphan) 24 21 3

5(improved) _ : . priority review

* newly introduced ('16.7.28~)
sum 32 29 3

(3) BH MBI AR AR LR AR A S AR S
AR Ry HERECLAER - 2885 TR VR - SREAVIIE S R
ISR 100-160 K > FIHA e EEI S LA E A BT -

12



« Clock for review of marketing application

Standard Expedited
calendar day?
Sedeny Zutekys * including filing review(60 days)

working day?
RS LT sl * including EC review time
Japan 365days 182days calendar day?
410days 240days calendar day
Korea (280days) (164days) (working day)
(115days) (100days?)  (actual review time excluding

supplement request period)

S 2017 FRHIRHHBRAIEAR R - W Z AE R 4l T E:
(1) FERAREIEE: - B ERMTEE 41 REDE - AT & khs it
(2) MFDS WS HHEEZR - 1 {5 H R E R & AR R B,
(3) HEAFEIEEL % - MFDS 2VAAE 3 RNAERE/NMAZE (coordinator)
@) &I S RZAHIEFINERTEFEER GEEHEHEmE 225
AR ~ GMP) > LU FEIT HEE 7 R A N st -

m Procedure and main content

Designation (Application-applicant) meet the
stage * prepare relevant data article 41

(Designation-MFDS) within one

* decision whether or not designation month
Product (Submission-MFDS) within 3
approval * assign a review coordinator days
stage (review-MFDS)

» form a dedicate review team Within 5

- quality, safety, efficacy, GMP days

* set a target deadline going to

* establish system for continuous discussion ~ make a
between the applicant and the dedicated detailed
review team procedures

(17~)

13



UNLABH S f b ik e S AR o7 - AR e SR EAY U7 25 28 F i 4

T ED:

1. FESHFHEEPE R ERBIRMEMBRE 2B - BN 2014 S EHY
Majungmul Project (55 s8R H) » 28 FH S0 R BB KT =56 41 R — 27
on > SRR EUEAVE RS « EIFREE > DB ARG -

2. Edh ERZAEREEL:

A BICEEHS: BRMTES 41 0RE 2~ 3~ 5 sZEEY) (R Didst sl
N R IR T E AR RS - ST YR B 5 (R AR T
HYaHR > DURERSRTIT 6T A EEi  BESNIRIET 2 2 MEEEEERAYIG )
RIS R AR ] o

B. ARRRZARES: FFE5E 41 BREE | 56 A k2 2EY) BT 2 i
BRI 0 DURILGEEE) -

“Sage | Gatogory | Seope | beneft

-

Develop  Support of Domestic product * Customized close
ment development and consultation
stage (eg. 'majungmul’) one of the Article 41 « Pre-review
* Priority review
voucher
Product  Priority review Article 41. + Shortening the
approval -2,3o0r5 evaluation period
stage . : .
Conditional Article 41. * Exemption from
approval -lor4 submission
% A TR E 2016 FHG HEIE S EIZE0 1245 (Breakthrough drugs)

JRIRE A% 2E) (Public health crisis response drugs) 2 BAES - BRAGHHEHRR(E
HIEM MAE 2017 F > BB G st o A Y B4 E b (Advanced
biopharmaceuticals » FLFEAHAE M ERER » 4H& TR Em > UNEERELE)Z
B - FRHVERUESE - BHE R H A E S E nn e -

14



3. ZEE] FDA HFHAREREEY A2 {LAEEE (Regulatory Science Initiatives

at FDA to Streamline Early Clinical Drug Development)

o 5% Hae-Young Ahn (U.S. FDA, USA)
* Fi7/& 5 5%: Session 2
o HETHE:

AHEEEHHZEE FDA Hae Young Ahn 18143 =235 FDA 1 f8/b FHAER RS
FRAVERPIEERR < ARV AR - ZAmAN B B
24 NIt TSRS AR » S5 S THNIMEEERE: (pharmacodynamics) 4 P4
0 (biomarken) HYBFFEHI H 23 52 - SREQZEY)RF (S I8 ZE o0 (Center for Drug
Evaluation and Research, CDER)JY 2014 SEHEH) T EEYiHat THEHEMRFEE (Drug
Development Tools Qualification program) > H Y iRt pa i eeyias T2 FAYE
51 AR R R H o —IF -

WHICER - &GV SO » YRR A TR TT - iEIFAE
oKD - Hae Young Ahn -2 fe » i@ (Modeling) FIf545¢ (Simulation)
AT SE NS BHEEVE T - BIANE R FT SR Bl I AR A DR S 7R
XU 2 RIHIGATR (Exposure-Response relationship) » BG& AL HEE B RbE 2 2295)
J3E (Physiologically based pharmacokinetic, PBPK) 25, » Al kst &8 > 7
T R 45 EE T ZEMNEESE )53 o 1% > Hae Young Ahn 18- t0 5 EH B AR B 481
BN hgeEt - BEURETRTERR (pre-IND meeting) HYEEY PSR By
1.1 4 AR RTE RIS PRI E Ry 12.8 4 0 AR ATES] 57 £

% o

15



4. MRCTICH E17 55 [fV¥#r (Update on MRCT Guideline (ICH E17))
o 3% Yoshiaki Uyama (PMDA, Japan)
* FfT/E% 5%  Session 2
o HETHE:

S H A PMDA 9 Uyama Yoshiaki f#-E#¢5 ICH E17 I E #E5 > DU
HHR OSSR SR AR - TR SR i ) B b - HaBnses e sedd
RAEG A IR RA AR BB FriEZ - AT 22 F EARAYERE >
AR BEYI Y ke, - INIEIE ICH E17 BV EHY » BRI 23R I ISRER IR
BB AR 2% B AR BN B2 Y — A M IR AL BEAN - 17 o BB AT HYHE S [ — R E A -
BFE E1~E2~E3-E4~E5-E6~E8~E9~E10~El1~E18° Afta5#Y MRCT (Multi-regional
clinical tria) 1Y E S BBt E S LA BEA —(EEE - ' &k ER -
A LU E I ~ BRSO TR -

E17 BYHIERS 2014 FHIBHAETT - £S5 T AME 7 RAVEZR Gk - ML
PRV B R A RS M 2 Bt & ISy (ICH ES) A~ » E17 MRCT A #KE
—atES - WAEATA A ER B e - AL E17 71 ES A& 55 2 A ERE
AU E17 38 7 (EEACIFE A - faedn
(1) SRESMEAYEEF] MRCT R LIS OS850 - (Bt 50 R s i 2= 52,

() fEEEYIbEE Oy - RIVAR RS B BRI NINAE;

(3) M MRCT HYRTHEZ (e @ # AR DUaRENCR - S RSCR A T2
MRCT;

4) FEHEEE (pooling) VAR » R Ay MRCT FsZl& Ik IR TRE RS\ - el &
AIREEIFE A EEIER - AHE -~ SUEFFERNZE - ARE MRCT #yE "HERAHE{E
WANATHIE R AT VTR & - Bl & 78+ B+ v B+ H ARV EEE o DU &
FE—iE - B EEIREE - HABRLRERIGEOR > A BB SBEEBIGHIEEES - 1t
Ah - BallE HAY BT EZFSSRTHYIREE (Subpopulastion) » BILAHRHE—{E=k
ZAEAINAT - STOGRFE PR AETTERER - BN EEYIR RS S e e M T B 4
HRREEET;

16



(5) BAE | > D H A AR DU — (i 2RSSR (primary  endpoint) S KBt B EEY)
IR,

(6) MRCT 115717 & GCP HYEAZK;

(7) BB RDARR BT » DLRARR B A Ry B

H Al ICH E17 HYHIE EHEARARIEES » THET 2017 48 11 H HBASBIURAVEE
(% o LA AR R B A EE TR - BE1T WY E S S S A AR Y2 B T
(1) FBEEYIRTE LA F AT AR E20 (L - (E A RESTHE e T RS 4 -
) B EEHER  IREH,

(3) (edEBIFAM AT,
4) FRILZ AL S A B B IS,
(5) HIeBREEER RS AUt AT -

5. PEUERMCERER (Update on the Regulatory Reform in China)
o 532 Jessica Liu (Tigermed Co. Ltd/ DreamCIS, China)
o Fi/& 5% Session 2
o AR
PR B AT AR R SR 2 - (ERNAI A EEEEITR - ZERE - g0m
B A DURETUER FAZ A G E S - R PEE 2015 FH-EA
ATEEEEMNCE - e B T e rE Ity E ~ D R
FEFHEEEE (BB E ~ (RHETEENT S - B ARUBIHE E - ARG EaERG e
A48 T B AR R AR AR R TR B
(D) (EIEHTEE - BN E R LR EEYRY 3 FOEE e RNy " REIR B
ZEEY) o ISEEIER " REBEN FARINR EHRVEEY) ) EREEFER
B " EREBZEENEEY),  STEIER " BFEREE R mE AT

17



() E1rgE s FEF A AHE Marketing Authorization Holder (MAH) pilot
program): MAH %y b iiaF A] B A gt nl o e B =0 - H AT S I 10 {E
fEEB Y AL 10 [E& - H EmEFAIEERA A - AR E TRt
P A E -

(3) #&7 CDE HyzE&EAE » HiJF 150 AFESF2 700 A -

(4) TEBRZEMFH IR ST 22,000 (RFF{ER Ay 3,755 F -

(5) CDE &y & &M EIE

(6) FEMIEAE | > BRAVEHFEAICH ~ WHO)EK F ZLEAT BT (US FDA ~ EMA) Z AFAE -

(7) BB AN DURA RA% A (conditional approval)ff] «

FrplEfS—ERYE  PRIER G BB B HAEN 2017 5 10 H3 1
" BRI A LA R L R R A DA B S B R s M AR AT R R, I HE
FORE TS EHEOR - HEE T
(1) EERESRE I T E B
A. BRI LR -
Halbad O ETE R ARt ) -
I IRB Hd -
i PR B S A AL -
PEAZ I M PR B R -
B i A B e R R R
() R BRI R R

THFH.UO.UU

A. TFE Ryim e SRR KAV B8 i R Bt bl > INER A A S A% p -
B. S5 RPN 2 San K B RS M T 845 T -

C. BB LA A R -

D. BT8P R AR B E A -

E. Bl hEates -

18



F. $HECSERHIIAE (compulsory patent licensing).Z & » T (B odE & KA
AEFIE
(3) EREESL A S EE L EERT 5%
A. SENEAWEIREENEYINE - FEHER S HEEEEE -
B. EREE 60 KNSEREEREEGEFIEE (clinical trial application, CTA)Z & & °
C. hnsRkEPREBRIEE - Gl e E B S e -
D. HEFHTEEaEREachks (New drug approval » NDA) » HIHESZ PESTSMEER
AR o
EEE LR H AR R e B E AR LT
F. BIETEEY) - I EE RN S8 A BRI BB -
G. AWz m&y B =K AFME (nnovative) ~ BX B (improved) 5z 4E¥48
{LI&E (biosimilar) °

H. 1£ 10 EIENA 4T EiEra -

t

6. HZ PMDA ¥R AR EFE LA EER (PMDA’ s Initiatives for Introducing
Medical Products )

o :#% :Masayoshi Shibatsuji (PMDA, Japan)
* /& B4 Session 7
o HrAHE:

HAT AR GEEM H#ETT TP WA - A5 HHZA PMDA Masayoshi
Shibatsuji ¥ 5 H A " IRFETT B IREE i S L HVRRT - S5—2AF 2011 F3#E -
PR E Mt ISR BB EREENEN B2 h
RS-Senryaku-Consultation » 82 H A B EIAFC RS H4RE (Japan Agency for Medical
Research and Development * f&f# AMED)G{F » fefBSEH] - i2 B AR msS5
(Introductory consultation > /& H H ) > BFR] 20 4388 > RE; Al
(Pre-consultation) > 30 438 > %%, 524 (Consultation) » 2 /NEF > UvEs o BT E A
@ AR ED (B8 CMC RZeMERDE M F 1,541,600 HIEl - Bt/

19



FeAE CMC fe&eetEEft s AR E M Ry 874,000 HIE » 2011 A5 7 H & 2013
3 AR HEEtA 493 R EA > Hp SR EM 2 Uiseer4HAE (induced
pluripotent stem cell > f&f#§ iPS) M 2012 LG ILEIEEAY H AL i if L - &
1PS 1% 45 %I 5 575 IEE s s A

H TR TIEESF &R ESRIE (Sakigake strategy) | ° £y 2015 5L 1) -
P EEREREER - BREFIO VIR K Al - HEERATE SR EAE
BERE > DR EEEE LT o fHEERE IR PMDA fRH RS » Sl PMDA EESEHE
NEFER > 15IREF NS HZEH (FH New Drug Division &) - &R EE - HHA
(B eat e AR e BN - (B oafah 2 shsis i 2 A M5 1 (8 H - AR
H 12 (B A 4ka fs 6 (8 H - MEREUEEIRZEZE (rolling review) © 22 2017 4 4 H » 210
PEARR < FE AR dEET 11 (R8s ~ 4 (RBREEh - DU 6 (R AR R o

H A RS-Senryaku-Consultation F1 Sakigake strategy Mzt - B2 —FE 2
i IR SCIB AT SR A o o A FREE 1R 2 JeBRgT &R TAG SREE
DUz fts b AR

(ORI Rl Ihmgsk 4 35 EEE:
1. DR AGTOHIERSEE TR KHIEHERJTR? (s patient centricity the right

approach to engagement? )

o 3% Trish Caruana (Rare Disease Solutions, USA)

* Fi/& 5 5%: Session 1

o AR

IEER sy IR FI4HAS " Rare Disease Solutions ; HY Trish Caruana /TR AR AR

JAUERE < AR > T DUR AR LY ERIREAER | R B E A HEEA
DU B B PRERER | WE? Carvana 585 » BTy " DUR A R OBV ERIRER
B, - BOERE T ERN AR ENSORIVER T - R ABHEE L - HE BN
HyehmERELOHE - Rl AR EE R AFIVAZER (Putting the patient first in an

open and sustained engagement of the patient and to respectfully and compassionately
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achieve the best experience for that patient and their family) ° | TEEZEAVE » EEERE
b o 4 AAOAAFI Y ARG — (EEERS - AL » Fraliey DU A R 0 iy
WS, B EZ TN T &1E, o IRERA TEE ) o Carvana WKy 0 R
N A S RE S L AE R DRy AP HOFRFERA (% B LU AR T OB B
5 HE—HEFEFHEE -

2. BUURHEEEUR AR TULHRIEER RIS DI (Digital Enabled Tactics to

Achieve Patient-Centricity)

e 5% David Hou (Quintiles, Singapore)
* FffJE % Session 1
o e

BEER Sy FHER 2R nE R 73 2N B A UE A A S48 & A David Hou 53 E40{A] {5 A
TEUAABEYSRES 5 DLEBURE AR O AYERIREES - David Hou 85 » ey 2L
WAL RHERZGE BRI ARYATE » R T AREEI e H R A\ 2 B
RelBBHINZR > 2/ BT ELZASRI LR AR thRIEERSSRIE? A2 RAlE R
MHEE - SRAEAVER R 7 SIS EOIGBUE R > ERRETZE S > EFIFE A BATR A
WE D ZHAGRES, hoh - BEERGER » SF 2 m At bRy 8
firfi A (digital patient) * Bfinfis A\EHFHETTUEE » B 20T S IHEEENAVAE
T3 BB KRB TRt R DUE - INIE - By T EERRERRITFEAY HAR - B5E
A BRI e AR AR a3t > St 5 (8 R AVRRIRE -

PRI > FTaR ey LU ARy T OryatER - SIRE R E A BB e - 5%
WA R R R - NP R TR - R LA E R - AR
PR LUR A R 0ERES [ > David Hou 885 o] = (BB (5 43 BT

EZEH =5iHH

st B Y Rk Ir | 10 BEEEHE AREEE (profiling)dY T fi# o
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(Engagement)

2. HWHEZEEEE -
3. FEI-HERFHE ~ EEETEESEREE
4. fEaBg OB R =

CH -~ ETEE -

YRR | 1

(Retention)

B b2 EFRES EICF) -

2. BTEESREHE PRO) -

3. 148 App (EFHRVEETHEE (eDiary)

4. By Ry A SUH ST LRI EEE -
5. TS HERE R PR BRI -

6. HJE FaiSgpretkds -

wAIARGEME | 1.

(Adherence)

BB - \BiFe s A RIEAEEE -
2. ENE SRS R ARER] -

3. #&%at FAQ App °

4. HIg Rt BaiFets -

5. HffmRi{b sz EF 255 -

David Hou it E4l = (EE f3Rr28 b —IA1 T > Mt EERE T T

ERH 261 £

Al B Y I | HEEEHE ARE | IERRIRERALG - SRR A  (HEEERE  E
(Engagement) | £ (profiling) | PIFS4ENEFUEE ~ 70 RV T &i4edlin 2 2
YT fi SEREEE - EREHALEE ADETON - &
2 n] Hia ka4 80% Y2 e REER I T IR ] » 0

2B HSARAEY -
m ANBVRIT | BT b2EE | RiggEt > Sbas 18-30%1 25 E R T
{5 EEF CICP) | B HA 8RR ZE fyZal & F EEHHIRE -
(Retention) RIEE G R E RIYIES (2] eICF A LA

7

L RF AR - DU BERBRI K
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Bif P - e E] 2 35%;
2. ZAEHFERREE &% T 50%;
3. EHAIUE 25%HYR NRHITEE -

WANBAE | 2l App | FEsBR T EER App 1 ATTSE] R YRR

M 1. FEFHitgem s B S A A i e
(Adherence) ()8 H ZE a9y,
QI

O)EFEHERTAR -

2. fETtzalERe R
(DEFE ~ BUVRHH
QB ECTE;
G)fEdRit -

3. EREERF - DR ARFLEI 25 E 5 (Patient-Centric Recruitment in Rare
Diseases)
* 54" Mariah Baltezegar (INC Research, USA)
* Fi/& 5 5%: Session 1
o HrAHE:

FtEB77H INC Research / Inventive Health BT T AFFESE R R 28
Mariah Baltezegar 73 27 R GM ARV EEEE - EREHFRE R AR - £
TTERRESR 5 a0 B B R IR - ARt - 58 = IR R R
MR > ZalE HSERER A RS T 30% » HEERZRL
(D) W AHEZ D,

2) WAITHL
(3) &2 Fo/ NS IRRE;
@) 5129 NA S i ERYBRIE;

(5) FHEEEIERE
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(6) 7 NSRRI RS R B =

HERIL B T1er 5 RERHERREEREIIE R IV Rl aat B
SRz B HY A 3% - Mariah Baltezegar N 43¢ VU i AT SR AR L (AT 22 R LI
ARy RERR S - B — ~ SURAVREOTL S 2l EmIieh, = &K
el EFERE, = (B W~ ARofEm A atbat o o I HAE
(] g T 25 2R (B R B 1 f e T
(1) sABRAYRT S Z B RAB) - AT RE G 2 KA A f Bl R (8 e e )

Al

SREg A

FEERSE |1 RBE TR,

2. FR ANREMERIE RIS 4R,

3. Fom ANERBYATSEACR - B stigat s tHeat A EIErY
&l

4. TREHHHRZ A B R A (Key opinion leader);

5. NZENR AHIEEREERGE 3L (patient focus group);

6. WHIEERE G ARBERE R BRABZRTESE
(sponson)HYFEHF;

7. REERS TR R B S SRS - TR
2 REEIRS RIS ER I A T

B2 A | 1. 3EfEE,

iRyl 2. JEREFIEE

3. R

4. FHRTK;

5. BEEITRHYE

teftazabn KRR &S
Foli NARIFRIHVRL e A e
24 /NP Y BRI e i

i

Lt

=~ o

oo
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DezIELIR

INC fE2ZBEE (Mucopolysaccharidoses) ZEY)HER PREER - BT HLRE % HEE
B MPSYETE » B THAZ Aol B E B > TR R AT
s AR =mE 7= A RER R AR e RIIRIEM: (Compliance) ©

(2) AL R ERET B AR RS 8 b S i i [ A R B T R S el o L

MABRANIETES  srEEEGT T HE NI
RE

1| e A\ ISR AE - B st SRR S T RS,

2 | EFEEVAN AR IR AT AR RS B 5T H R A
R

3 | EFEELEEEEEATN - el R R,

4 | BV NRRER L > TS EEEEGT (adaptive design)AYEITTHE - MAA(EE(K
LRI AL -

5 | et EREEY AR B B TR A EEHIERARRAY  BIAIEHBs A BE TR $2 il RE
7~ et AR~ EVHYEIEAS -

6 | et zalEHslniEynyRINaEM -

7 | BERAMEFAILEYE -

=k

BT A BRI AZESEE (spinal muscular atrophy ) f8 » BLEZ PR 2 B RAEMIEHE -
plryaseat thatbgat S5 1 RES (Rl SRR R 2 ol B S R R a1, 2.5
BRI B A S EAN SRR MR, 3 A sEe T B S IS A Y (Bl a8 - I
R BTN (e - FRTHR ARREH A -

3) BEAR T ARHHE AN EE:

RE

T

. BRET R A2 AR R R E R EIREN S B AE T,

2. TR RTINS > EREE AN BEHE - IBEEENLE
BITEE » R ESH EE ST GRS b,
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2 | AEE: A N R E SR e g > DUz s B A R ERTE R,

3 | B RIE A ZEREEREVEGE - DU SIHR A -

BEEZEH: E#ETT a 1-Antitrypsin #:= fE(a 1-Antitrypsin Deficiency, f&§f% AATD)
PRV REERIT - 52 FIRE b 720R AR A BEERR (I - S35 2 R 2 B
fix f R 2 HLE #5Re2 - IRELaZ A SIRE B NRE ~ AR - K2 EHR - T2 = 5ehl
HIETE » Bl D a2 s A e VB A2 el

i&t

4) #hi A e EfyEEgTuL o AREHRLUT VT =

NE

|| PR A B SR,

2 | EAER LEREESZ R ERE;

3 | dHEFHFEEFAERS (B Instagram ~ fo ) EFHEEF&;

4 | T EEERER (social listening) 5 =VE (FHEE &

5 | RBm AR AT Y B e 1R 0

6 | MESRE RS T o e AR R T RE R R R > SRR 2R T
ST GRS T ARE AR RS R MBI ZB&EIS 07,

7 | EERENAHBAAY R B (S0%HYZRRERELASRE) - AT A AR I E = te ft
BRI VB R 2 5SS

8 | FE b NIRRT AR (R B TR H i AR 0 -

HIEZER]: FIFAZERELE(L (Cystic fibrosis)ATABHERHE » 7 BRI E i
EF  RIRHTBEZ B AL E - R REE R BRI TEI S T REH

4, BIURTHEEA  BEEEFBHERE (4" industrial Revolution, Medical Care

and Drug Development)

o 5B Wonjae Lee (YOZMA Group, Korea)
* P& 5% Session 6
o HImHNE:
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AT S AR R Hh7sE A IBM #Y Watson Health 23 =]40A]
FEEH A\ TR EAR B ER R e T - Watson BBAREERSHY AN TR ER(ADFLAT » 7T
PR ES BT MR R B RIS > B B - MR fUERIR -

K VRTA R RER A BRI A R BRRR IR - FERES 2 a0 B
REHFRIRAEZAEHIEEE L > SIRBEMREUR - AAEAE] SDHIRAREE
WG S ELEREER > A2 37D R B A AP > B
A %A BRI N A L2350 - WAL - P25 AR A R
FHE AICECTE - 252 R B ZAYERE - Watson WY A T35 2 B R ARG A/ HERR %
PFEVRET] - RERURSERPRESEIHYBN T - MBhDRERER B2 - MRIBEEM Watson A
TEEHIEEIRGRZAT Mayo Clinio) V&R - fEEH AN TEER > 2ol
AYERSERF ] > IR SerIEHL 30 778 - KIEFRRAEL 8 708 - WISt tAEHR
B R A HA 5 L (sl 1) <2 e 22 B PR B IR A - T f R
HARIREE, ot TP EEE L AR ETREHFH BT FeE LR
M RSB E 2ol ~ PR B N S BRI > DUE Ry S8 e
W2 ETESEID ZRETT © 940 > ARSI ERE G - BN —R AR ATLHE
REEL( A BIRERZ RIS AT A R oL ~ sCRFT A ~ R R - DUIR B SRR

B
&

(B35 o INIE - ARV RS SE 4 g ik e AR B RS > Bt B R o M ROR (TR A
TS e B AT A A R e S T T |

CEEE CGhiEek 4 BHEH):
1. 2f8%EEE 2 (plenary lecture 2) : ERIREABRHIEIEE K &{EE (Medical & Social
Value of Clinical Trials)
o 3#E: Kathy Rouan (GSK, USA)
o HEME:
ARG RSB TR — 5 - MM AR A SR LD B 2 N Y AR 5 -

B 70 FA - EERIZE RIS EEE - P RIE IR B AR A
e v ORI D B AR e LS ~ O EISE 3 M2 —F - HIV Be#

N
=]

lg=
Ket
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SR ER T T — AT

s AEAIEE - HATA RS BT KR e

(unmet medical need) > MFEABULIEE & ~ R - AL REEE RS SRS H

R

H AR PRI e 3T 22 P fRIB ST slinass

T Q1%)~7EH (15%) ~

A (15%) Kol N FEZE (12%) AV RE & AT A BERBT T RRERAY 60% - T 71 Alie
WA~ BRI > DURTEE (8 5T 73 AR H H ARy gk - Mhe AR RAY
TEIRRE - At TiE e pkBe i o 7 =y = e

PRk BEAERRR R
A A | AR R | 3R U W A (Modern | B SR HY 8 & HY BT 52
9~ BLERIEEY) | patient): ISUSEIEE-S= g1 ObT
I BEHEERIEGEANS | A M8 LB AR
KRN EEC | £ Dagrtzala

S 2 95 Y IR AR R 4K
B
2. RyafR i SR
% & e it B 72 V&R

o
J

3. REMEE O K&
J}%o

FEEERA BN E
FE > JRENEE R A RS
b (Patient

experience) °

BRI BE AR

sl | Te R ARIE B %

EHYEEY)]

WA R g

(Modern healthcare

provider):

I H—HIVEFRIES
REFTHIBURHEE &
{E > HEE OR B8 AR Y dn

g -

e B B3I o A st
SeEhl o (HSEERE
BRHVEER AL > TR
Rl & R & SR LS
UM% 2 (Insight and

access to information)
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Ty JE R PRI 5T 4
& o AESHE AL
i B Bt B e R B

Wt | B eg A BRIV | 3 AU 52 & (Modern | R 2 H & tH FLAY 56
& SRRV TT | research): 15 > S AR IR
B2V I MR ARG T | Fer=EEtnl o

fig ~ EE S (eal
word) Y FE K ~ 7 At
T LUK AP Y 5 e
SRBLENTSE -

ZE W)t 5 OB W
2o JRRIASRELRY
%S (Better decision

making) °

2. B N B~ AKIT
R AEA BIRS M

=
!

3. o EAYEE PR R

A FAE -

NS

B

FEEGPREFFERY S b - H AR ast A IEAF B R RS R T BIAE
BHY GE—HDEEREERN - R AR D ~ R R s - USSR HE4R
ST AR EFERNZR > ATERFEEEET (adaptive design); FEMEIEER (55—~ =I1)
b AIEA R (Bayesian methods)fY 772 > DUR 2508 NS~ WHEHVE R
HEABRROIRA R SCERA4IR Basket)/Z5ik (umbrella)/*E & (platform)stEs
77 DAERERE A - i S 2 > BRI S AR BRI (E A > )
IR G e TERE OB R MRS AL —RE - Fra IERERY B - ¥ B R e
BVENEE - Mt P EA A EEVEER R, stV ERI UL - BAEERR
BFE - A - B IREE B ST N BIPRRAS FERR(5 > A BS2FF - HE(S
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T8 o e T A TR - A TR AR IEREAVAS IR - b2 AR AR SR T (R
R A S B R B v o

2. EEPReABS i A LREE(TE (Patient Protection Activities in Clinical Trial)

o 54 Seung Min Kim (Korean Association of Institutional Review Board, Korea)

o Fi /& 558  Session 8

o HAHE:

A5 Ry r489EE] KAIRB (Korean Association of Institutional Review Boards)

Je F 2 A ReEPTIEYES 7 - 32 2017 41 3 H > 2 FREEHEEY 24 E{EERR
SR IEAE T 2 B R AR IR R P s Y — 1R - ey sl B R &
4t (Human Research Protection Program - f&if HRPP) » f5iV I IE—(EMEAE » 2
—HBEESHASBEESEN MM - BEIHATA 30 HKEHUES T FERCAP

(Forum for Ethical Review Committees in the Asian and Western Pacific Region > oo At

6 i P A S ) Sa8 0 T RENTS AAHRPP (Association for the Accreditation of Human
Research Protection Program » S50 ARSHHFEIReETH H SRS T &) AVEIRE » BURE#E]
AEE RSB TR 2 B IR L - CREE—ERIKEE -

HiE#E] KAIRB $:5tF 143 ([H& & - HBEaEIERS R - d5E
FEgHE - RIEERER A BEEI IS DR EMAIEEERZAEREEEE
B - TANLEAEE - IRB BEREMHBEIRTS - IHAN - SRRUR - EREIRR 2 HRARE B
gk S AU IR A - L R5ER (53%)HIE — M R H R Redbaltid
YRR ZE » FOBRER » BEREE R R S Bl R EARH R B R & - AlZ R H %
M REABR T EEH - EEAUR T 24 ) R R GHVERE o A A RR
HE BRI T AR R R e B R i B Y 2 BR - B4 1F HRPP FYEX
Z b EEREUEER M (circulating) IV - TRENEEITMETERAR > BEE S B/ 4>
7 HRPP EERAVE N R AEZ-> 3 Ml sl B RTHYRAZ(QA)->HRRER L R i
TER->BIINEIEZ FiAZ - IS 2 » ARAYZEE TRE - BT e Entkigal
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Je IRB HYSHAUEGREA (% - 2088 RyPirA S 88 & (ERY—fEMES - M HRPP HEwtE
— RS BAYELEE -

3. BrEB BN EE 44 AAHRPP [H[5(Building Human Research Protection

Programs in Korea: AAHRPP perspective)

* 587 Elyse Summers (Association for the Accreditation of Human Research
Protection Program, USA)

* Fi/& 5i5%: Session 8

o HAETEE:

A5 EE By AAHRPP (Association for the Accreditation of Human Research
Protection Program » 35 A #GHHFEORe&IH HElaEhE) #{THRH AAHRPP HYA &
Fr4EAMATETE HRPP » AAHRPP BCIZRA 2001 £F - B—IFEFZ NGO - {20
TET - FESEE AT 248 (140 CRO ~ B&be ~ 112 IRB ~ sibaZst
F o REBRBUFHALD > 22 2017 £ 9 H > & HFREAS 240 {HHSHUS AAHRPP 5%
ag © i€ AAHRPP HYAJE » L 2=HT HRPP HIRHEES 7 &

(1) HB—EwtE b — 5 R sy WHERTAZ S GIERILGF - H/AET
—(E5EEHIETE;

(2) FEEHETTOn E DU R A2 ey SEHTS

(3) EEILG IR ERS (REEZ 245

(4) EEITHEDR IRB {RAEHERIRZ AL Z A

(5) BARITERAEIIAR;

(6) EILEER(EE;

(7) FEHA G FEBIAEEE8) GG H HRPP HYSEE
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4, EERSAERT T LI ERRE (Emerging Ethical Issues in Clinical Trials)
o 554 Barbara Bierer (Multi-Regional Clinical Trials Center of BWH and Harvyard,

USA)
* Fi7/& 5 5%: Session 8
o HEME:

A 55 5 5 o 55 B NG (A G S AT AR I 20 B e 2 [ Ik ER PR SUBR P 00 Y Barbara
Bierer BAili - 5l 2% e ok R R ESE o8 B (i BR i - 5 5% Barbara BHlI/ ™48 H Al
EEPREERAIIEE R (Informed consent) #FZHYNEE SOTBHIH - FEFR BT
EEPREER LRVE SRS - 2RI - RIS RIEFAEE ST 2 EE - Pl WA
AIIESEREFE - WAERAMEA Y05 » DU AR 23 B B S IR, HhAh -
she o~ Ub - TR~ BEKEE S L WA B THBE S BAEE RN
an'H > [FJRHP AT PR SR B & U — TR B EERA% (Therapeutic Misconception) »
IRRISZEE R T U5E ) R0 TOBRE, TREA TORE - ZEHEMAVERE KGR
TEMLE T IRE G EREEY)ZH - BCR M ATEER R A SIS Bt A e fth B
Fok - M B2l B E R 2 sty m & A~ S AR - flalzslEm HEsln
FRANG B ETEFHER G Fratasa et fIa e - HE
P | o AR 7R A By - ERREERnT H BV S U S R M R - gk
ZIEFORA - AL - BT RIEERENGE - BB aE s T sl ian T
P R SR TR PR B AR S DURE A A BB & > FEREAE
EPRE S - FBEEEIIE A R e —EREN ISR - E5laEt
B R BRI » W0 1) 25 P T F— KAV RIS E) B - AR R S AR AL
BEEAIEEE (eConsent) ZMZ FEAR  HEREHE TR N ER BLE &R -
RIRF S ~ AR RS e A R T 2 el b R A% - I He 2 52 el
FR > EEHETAEREZT - 26l A EHERE AT KL S RS
HEBRnEEE - et R~ BlG ~ H 2 n] DUBEE ) B C Ry s e
8 o 28I > B LAE R R I FE RS - H B AT R e R BB a5
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B (ARSI TS RIEE D 577 62 18 RS LA L OAR - BIR%
HHENR) ~ BILSEBIREES -

Barbara BRIt 5 7 AR AR 2054 e 22 kiR PRE SR O B R T -2 5l
HERPREEREE AT IRY23 ) > 3 O ERY PRSI AR Y 21 AT -
Hep 11 AALEEEER 15 EEE (EaBRT0 - FHSUF 2R 0 aEnt:
https://catalyst.harvard.edu/services/rsa/) ° Bx7% » Barbara Bl tI BRI (e s FAA A
st RIETEATAS RS ~ BiR = WAEERG T T A mELEEE  ZRlE
B2 Bl REER - IREMERSSE - BASERE —IURAVIEBRE > AR
i ARBAYAZ AL I AT TR > AL s BRiRE Ry IRB DURGRER ER-F A2 0R
2\ i EE AR R TR A RS MR B R B
A PR EAAZ S T

1]

\»

* SETEE:

PRSI EERE > R =REEH R E T2 - EFAeSuiE%
M E BT REERGE = 282200, (Samsung Medical Center) » = F B2 1,0, fl
TLFA 1994 4F 0 0 RyERElE R —HYERER L — - FEE 1,979 SRIEIK » 49 1,400
& ~ 2,600 #E - ~ 200 SAWFFEAR > LR 3,700 HAEEAT R HA B 22 TAZA -
PA—M8 2/ NI ST - PEBIEE T 3% DAY AR EDRE. (Biobank) ~ R4
Bt Ry P AR BE B2 (Stem Cell & Regenerative Medicine Institute) ~ A KBS E2HFFE 14
f# (Research Institute for Future Medicine) » DA FERESERE (Genome Institute)
T AT AHBEIRZE » WARZHEEERA T 0S5 AT - 2552
Fo i SR HREEN LY - BB AR K EZUT TS AT 21T AVATAR platform
AVATAR platform B E AEEHR (personalized medicine) HYHrHEflT - FE B2 -
She i B RS AR ~ 2HARECES B E ABUHE A BREIIRE N (BIRHE R A
AU REAERELE AZ BASN) - (EsEBREhYIIE sz N - R BEY)
SR TR 2B E AR TG (Avatar) > TAFEE ATEEIEL TS - DU
¥z L BERANIERTT 0 EHE AR - 1o FRIAE - & TR
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https://catalyst.harvard.edu/services/rsa/

oo E — 20 Y B ARG HLR - IREFT A HVEEN BB & s B B2
[ BRGTAEE i - =2 BE L ESHE IR B ARy S R E RS - BRTEAEAR
B AR S MR T T Brain AVATAR Tissue Bank (BATB)

RIS B L, (Asan Medical Center) #7230 » Ik LIBFER M A
BRI - BILRY 1989 4 TR ARREIR AR SE 0L — o LEEE LA
2,714 SRR - B E 1,671 L BEIERLYH 7,000 ZHE T - b - EEEANA A
= EE 10%HEEER AAMEZ T 00a ke EFEAVHETT 200 ZHEE PR SR - HH 4
AR 100 A2 EIZ T 0EER - =282 02500 E LB 02 25
FEHFEERE R B bEEERIAA R Sung-Ho Beck A2 558/ - 4AIKILLIEFE2 L,
ez BASET I P e B - N EiERR AV R UBRERts - s R
A REIEE R A - 52E IRB VS B ERE ) - BRI - AR
HREE  SamsE RS BRI B2 - BE23TIE4— 2/ NS - B
R LIRS RE IRB AR HIMERY AT IHIE (pre-consultation) » HHEF#
AR ERTREZEE IRB SR EE S S - DURT A on S R R A > (B3
2%, 2 BN H] > REER PSR . SAE JRE A B R, 3.5% et 2012
FAREBHIANETT e-IRB I - #be IRB mIREZE T34, 4. HATHE I IRB
BB EHIE (BIANFEAY J-IRB 2K c-IRB) » A - EAUEREHET T2 o LR
s o AIZEEOBPT AR IRB B8 884 BURENT » Sung-Ho Beck BISHRFR
AR S KB G A R & F A I 18 (BRI 2 ple T e R I S s
g% > 2T > FEEA J-IRB K c-IRB HI[E > HFFHENTSWALE > I
REIESS, SIRILIBEZhLCEERE 400 &2 2 BRI & HE
(Clinical Research Data Warehouse » &% CRDW) » BAfi v #5 HHaZ i A 51 %% ABLE
(Asan Biomedical Research Environment) HUSERHLAETT o0 > REFERERIGA 217
BhadBa n T Z HIE ~ AERE(S ST VB E 258 g I Aslin 2 ANB > BIFE ST
HEFYRL AT -
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2~ LERER:
BN REBRISE - BeA G 2000E KoNET-DIA BB & - FEHUK
25 B SR o G R 25 g T s R - AT & i R BE R R iRa T fa i -
TEEEPREASRAY AR ~ BEBAE ~ RHEOE - Bofo - —EE (=t e E{ERS - &
FHIEEDTES & SR ERPREERH R AR - A T SRR OSSR T
— ~ BREOEEGRLGR 2017 F EAERRITR L BRI A RO SRS AR - AR
HEREFEIE > WP IR BUR SR A R SRS R BRI, T PREER4R AR B
EAERUR > R T T BRSNS N — AR ) AR > EAEA
BB AT ERAIEEETE - RPN ERERS I HERRE - F
B S AR A TR - AT S BB E A R SR AR S TRERES 11T
5%~ fE ~ ERIEE AN RARBREEZEE A o MR E A%
@ MEREEER (R BN A E SR 25 R g - falan
1. 8 BRI i P RS 7 R 7 SR I A 5 S B - R B 07 2017 458
R BURIE ] Z A5 M8 > RS A% B A @AY N LR B
RIEFHHZNE - RS S THBER ERHE - O BT EEHT R
BAFER G - BUREBIERBIREA ERERAG, KERE A
APSIRAERE GIORRERE) - EEERERAS S E BEC 61
Z il KA E R, AN IR ETREZE R HATELY 5 5 1
RIEEAREEEHT 92% - HERBIRHIEN LR i HE 58 - iakPRiT
HEENE RSN - IRES MRS R ERE - WL REZ A
BEME - DU B R A S 4
AR RS ER R e HAR B mREEE TOE 1 2017 4222 2021 FHYIHRE H AR >
BRI R RE N =R (BIAOATRE ~ B BRI R - 0T

I
==

EREHRA T Z RERYE -
3. BHARSRRREARE L @EEr SRS RIELEREERS
BRI HHAERERAN LS EH AN - WiEILE T 5B
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BEAT - SR AR S5 e R E B T P A B B ARV B RIS - R
FEFEEMIBIRRE T TR A B, &ik - BRI SR i AR A
EEEEDL o RZEPraELE AR AR R - BN
HEE B - REIFH AR AR AEe - BT AR A Em B - A
AR T A DEERESRETT BRI Sl EIBRVRESY, AN
HEISERS 106 - 7 AAd: T AR ARG EMERE | 72 0 Bt
PR an i T SEBHYRIEL > SONEIAE 8 H A SR A AR
B - BRI S P AR B SR A SR L
4. Btk > SREIRERIEREEE ~ 1R AR SN RARE E  BT L
EHEHENEGERBINER - BTG > BURTEEEIEEH
ISR AR EL L - FBIHEA SRR & R A - BIRER R & FieE
Wi T aF > BUERLEVE - DR RE ST -
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= PRIERHE OB AREE AR
November 1 (Wed)

08:30 Registration
Room A/B
Opening Remarks
09:00~09:10
Deborah Chee KoNECT
Welcome Address
Congratulatory remark
09:10~09:20
Sung Il Yang MOHW
Congratulatory remark
09:20~09:30
Won Sik Lee MFDS
plenary lecture 1 : Bio-Health Innovation Plan for Korea
09:30~10:00 Deborah Chee KoNECT, Korea
Joo-young Kim MOHW
10:00~10:30 Coffee Break
Room A/B

S1: Patient Centric Clinical Development

10:30~12:00 Yeul Hong Kim Korea University College of Medicine, Korea

Joo-young Kim Ministry of Health and Welfare MOHW), Korea

Voice of Patients on Clinical Trials
10:30~10:40

Ji Yeon Lee The Patient Award in Clinical Trials Experience, Korea

Meeting the Patient Unmet Needs in Clinical Development
10:40~11:05

Katie Smith Tuberous Sclerosis Alliance, USA
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Time

11:05~11:30

Program ‘

Digital Enabled Tactics to Achieve Patient-Centricity

David Hou QuintilesIMS, Singapore

Patient Centric Recruitment, Lesson Learned from Study

11:30~11:55
Mariah Baltezegar INC Research, USA
12:00~13:20 Lunch
Room A
S2: Updates on Regulatory Science
13:20~15:00 Dae Cheol Kim Ministry of Food And Drug Safety (MEDS), Korea
Yoshiaki Uyama Pharmaceuticals and Medical Devices Agency (PMDA), Japan
Regulatory Science Initiatives at FDA to Streamline Early Clinical Drug Development
13:20~13:45
Hae-Young Ahn U.S. FDA, USA
Update on MRCT Guideline ICH E17) (ICH E17 MRCT
13:45~14:10
Yoshiaki Uyama Pharmaceuticals and Medical Devices Agency(PMDA), Japan
Expedited Pathways for Biopharmaceuticals in Korea
14:10~14:35
Kyungtak Nam Ministry of Food And Drug Safety(MFDS), Korea
Update on China Reform in Regulatory Science
14:35~15:00
Ling Su Shenyang Pharmaceutical University, China
Room B
S3: Real World Evidence and Clinical Development
13:30~15:00 Sung Ja Cho Janssen, Korea
Sung Chun Kim Korea Drug Development Fund (KDDF), Korea
13:30~14:00 | How to Use Real World Study Data for Drug Development
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Time

Program ‘

Bart Vannieuwenhuyse J&J, Belgium

14:00~14:30

What are Opportunities and Barriers for Real World Study

Sumitra Shantakumar GSK, Singapore

14:30~15:00

Real-World Study Cases : from Preclinical to Clinical Trials

Hae-Sim Park Ajou University School of Medicine, Korea

15:00~15:30

Coffee Break

Room A

15:30~17:10

S4: Holistic Approach in Drug Development : Bridging the Gap

Hanlim Moon CUREnCARE Research, Korea
Hyunsang Muk Korea Drug Development Fund (KDDF), Korea

Joining Preclinical and Clinical Development: Discovery with IND in Mind

15:30~15:55

Seonggu Ro PiMedBio, Korea

Critical Points to Consider in Clinical Development Plan in Early Stage
15:55~16:20

Jeewoong Son LG Chem, Korea

Strategy for Asian Clinical Development in Global CDP in Multinational Company
16:20~16:45

Sam Lim AstaZeneca, China

How to Choose the Comparator with Rapidly Changing Standard of Care (Oncology Example)
16:45~17:10

Hanlim Moon CURENCARE Research, Korea

Room B

S5: Precision Medicine and Clinical Development

15:30~17:00

Young Suk Park Samsung Medical Center, Korea

Soonmyung Paik Severance Biomedical Science Institute, Korea
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Time

15:30~16:00

Program

N of One Trial in Clinical Development

Young Suk Park Samsung Medical Center, Korea

16:00~16:30

Companion Diagnostic and Clinical Development (Example of Keytruda)

Sally Bai MSD, Singapore

Clinical Development in Breast Cancer

16:30~17:00

Soonmyung Paik Severance Biomedical Science Institute, Korea
November 2 (Thurs)

08:30 Registration
Room A

Plenary lecture 2 : Medical & Social Value of Clinical Trials

09:00-09:30 Yil-Seob Lee GSK, Korea
Kathy Rouan GSK, USA

S6: 4th Industrial Revolution and Clinical Development

09:30~10:20 Sin Gon Kim Korea University College of Medicine, Korea
Jongho Ahn MSD, Korea

4th Industrial Revolution Health Care Technology
09:30~09:50

Jaewon Peter Chun XnTree, UK

4th Industrial Revolution, Medical Care and Drug Development
09:50~10:20

Alice Landis-McGrath IBM Watson Health, USA
10:20~10:50 Coffee Break

Room A

10:50~12:10 | S7: Clinical Trials: More Unseen Than Seen
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Time

Choong Heon Lee
Jeong Rim Moon

Program ‘

Medical Journalist of KBS, Korea
19th National Assembly Member of the Republic of Korea, Korea

10:50~11:10

Public Awareness and Perception of Clinical Trials

Sung-ho Beck

ASAN Medical Center, Korea

11:10~11:30

PMDA’ s Initiative for Introducing Innovative Medical Products

Masayoshi Shibatsuji

Pharmaceuticals and Medical Devices Agency(PMDA), Japan

11:30~11:50

Social Value of IIT on Public Health

Young-suk Lim

ASAN Medical Center, Korea

11:50~12:10

Successful Cases of Public IIT - Development of Optimal Busulfan Dosing Based on

Pharmacokinetic Modeling

Hyoung Jin Kang

Seoul National University Hospital, Korea

12:10~13:30

Lunch

Room A

13:30~15:00

S8: Evolving Ethical Topics in Clinical Trials

Min Soo Park

Barbara Bierer

Korea Clinical Trials Global Initiative (KCGI), Korea
Multi-Regional Clinical Trials Center of BWH and Harvard, USA

13:30~14:00

Patient Protection Activities

in Clinical Trial

Seung Min Kim

Korean Association of Institutional Review Boards(KAIRB), Korea

14:00~14:30

Building Human Research Protections Programs in Korea: AAHRPP Perspective

Elyse Summers

AAHRPP, Inc., USA

14:30~15:00

Emerging Ethical Issues in Clinical Trials

Barbara Bierer

Multi-Regional Clinical Trials Center of BWH and Harvard, USA

Room B
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Time

13:30~15:00

Program ‘

S9: Clinical Operational Excellence with New Technologies

Mi-Sook Hyun QuintilesIMS, Korea

Jae Gook Shin Inje University Busan Park Hospital, Korea

13:30~14:00

Towards Sharable and Transparent Data Quality Assessment for EHR Data

Chunhua Weng Columbia University, USA

14:00~14:30

The Application of Digital Healthcare to Clinical Trial - Not to Prove, But to Improve

Kwang Joon Kim Yonsei University College of Medicine

Informed Consent Entering the Digital World: The TransCelerate eConsent Initiative (eICF)

14:30~15:00
Nozomi Sakurai Janssen, Japan
15:00~15:30 Coffee Break
Room A
S10: Data Driven Approaches in Clinical Development
15:30~17:00 In Jin Jang Seoul National University Hospital, Korea
Hun Che Cho Korea Drug Research Association(KDRA), Korea
Harnessing Big Data for Clinical Trial Design
15:30~16:00
Dustin Owen PPD, Singapore
Data Driven Approaches in Clinical Development
16:00~16:30
Jerome Armellini QuintilesIMS, Singapore
How Big Data and Analytics are Changing Clinical Trials
16:30~17:00
Eunho Shin Medidata, Korea
Room B
15:30~17:00 | S11: Adaptive Design in Clinical Trials: When and How to Apply
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Time Program ‘

Howard Lee Seoul National University College of Medicine, Korea
Hye-Jong Yoo AstraZeneca, Korea

Principle of Adaptive Design & Regulatory Requirement for Adaptive Clinical Trials

15:30~16:00
Howard Lee Seoul National University College of Medicine, Korea

Practical Aspects of Designing and Implementing Adaptive Design Trials

16:00~16:30

Naftali Bechar Covance Inc., USA

Infrastructure and Processes Required for Optimal Delivery of Adaptive Clinical Trials
16:30~17:00

Jerry Wang Merck Serono, China
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