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Clinical Research

1-1-5) IRB Training& Collaborative In—
stitutional Training Initiative (CITI)
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On~line Basic Training for IRB
1) Ethics

2) Blinding

3) Data management

4) SAE Reporting

On~line Basic Training for CRC

1) Protection of Human Subjects

2) Protection of Confidential Data
3) Research Ethics

Level 1: Consent, Data Blood/Specimen
Storage, Protocol

Level 2:Recruitment, Budget

Level 3:Management, Budget Multiple

Studies), Contracts
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1-2-1) Overview of trial experience &
recent experience with ROCET AF Study
(BRRII R DIEE & X ¥ » 7 OF#E (ROCKET
AFR 2T 4 DRRBENG) )



Dr.Manesh R. Patel, MD,FACC (Assis-

tant Professor of Medicine, Duke Uni-
versity Medical Center)
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1-2-2) Overview of Registry Studies (&
EAFFENZ DUV T)

Dr.Adrian F. Hernandez, MD, MHS
(Associate Professor of Medicine, Duke
University Medical Center)
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(Comparative Effectiveness Research)=<
i D&M F i (Post market Safety
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1-2-3) Best practice for conducting and
reporting clinical studies using large
database

(KIFRET — & _— 2 % 7= R PRI FE
DEME & HEIZDONT)

Dr. Soko Setoguchi, MD,MPH (Associ-
ate Professor of Medicine, Duke Clini-
cal Research Institute)
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B Do
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2-1.Harvard Clinical Research Institute
(HCRI) AR R
< Rk2641 H27H >



HARVARD CLINICAL RESEARCH
(HCRI)

930 Commonwealth Avenue

INSTITUTE

Boston, Massachusetts 02215
President

J. Spencer Goldsmith, MBA
Director, Program Development

Priscilla Driscoll Shempp, MBAIE7»

President ™ GoldsmithE D> HHCRIAY2000
BRI S AL, £V BWERRIFZE D 72 4
LT HT v EOWhEHmE LTHE
FHLTWDZ A Sz, 200 ALLED
AB TR L, ZAVETIZ250LL EOTEER
B, EBEIC S 35T ALLE D B A
BER SN TN D, FHIIFERER AR R,
Wi S5 72 &R 2SR O PRI 72 AR R DR
BEREL LTS,

& LTI T A v e R
RERERR E=H YT T—HTRY
AV b, BBREEWEEMR EEHT 5,

BEIWCHALTE, RK&E< 22071 —F
BV 1IORERMBETE. D D 1 DIEER
PSNDORAE v 7T Th D, BT OH
BSOS AT, HBEEENROWET =
n—y v 707 u s T AE0JT, RERT VA
VEEZF VU TOEETHDH, £ TIX
WINCBR LD = AF a 27w hajy
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AVEa—FERHWEEXRER-TND
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(X55), #MERFIZ60H BT, standard op-
erating procedure (SOP)RLT A KT A v
Z—il D FEDTHDHN, & HITSOPRT A
RIANCREBRYGTR DD L, BRF v
7 MSOPIZOWTC30HE, A FTA 42D
WTIISHR THEFT S D Z il T
Wb,

% O 1F /) Harvard K 5 & L T Medical
School Ti{ZContinuing Medical Education
(CME) Program, School of Public Health
Ti&Clinical Effectiveness Master’ s
Degree ProgramMIEREIH & LTHADT,
8 x AOBENE L TEHELTND LD D
L Thol,

X55. HCRI™DLearning Management System



2-2. Brigham and Women’ s Hospital®hfi#E
S

YRk 264E1 A 28 B 12 iXHarvard R A D IFEEE T
& ABrigham and Women’ s Hospital, #C
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Division &
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<Rk264-1 A28 H >

Department of Medicine, Brigham and Wo
men’ s Hospital

1Brigham Circle, Suite 3030

Boston, MA 02120

of Pharmacoepidemiology

Sebastian Schneeweiss, M.D., Sc.D.
Vice —Chief, Professor of Medicine

Seoyoung Kim, M.D., Sec.D.
Assistant Professor of Medicine

Michael Fischer., M.D., M.S.
Associate Professor of Medicine

Niteesh Choudhry, M.D. Ph.D.
Associate Professor of Medicine

Joshua Gagne, Pharm.D., Sc.D.
Assistant Professor of Medicine

Krista Huybrechts, Ph.D., M.S.
Assistant Professor of Medicine

John Seeger, PharmD, DrPH.
Assistant Professor of Medicine

Jerry Avorn, M.D., Division Chief

Professor of Medicine

T3 OB AL 19984 IZFR S S .
EILF R & O EMERIZET 5 FERE R
T KRBT — ¥ RX—R L > TEHT S
O ThHolz, ZOXIIRKEET —F <
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Training Initiative

2-3. International Symposium on Global-
ization of Clinical Research and Trial
DR :
2ER VAN OEBTHELEBL TR
VULEREEL. FOWNAEbe-learning®
arFuvb L, A gVa—nrus
T NILUTF Lotz
< ER266F2H6H >

[International Symposium on Globali-
zation of Clinical Research and Trial]
Main session: Investigator Initiated
Clinical Research: Up to Date
13:50-14:30 (40min)



(1)Staistical Analysis for large data-—
base

Dr. M. Alan Brookhart (Associate Pro-
fessor, Dept. of Epidemiology, Gillings
School of Global Public Health, UNC—
Chapel Hill)

14:35-15:15 (40min)

(2) Quality-Driven Investigator—Initi-
ated Clinical Research

Dr. Reza Rostami, MBA, CCDM, RAC (As—
Quality Assurance &
Duke Clinical

sistant Director,
Regulatory Compliance,

Research Institute)

15:30-16:10 (40min)

(3) The Difference in Investigator Ini-
tiated Clinical Research between US and
Japan

MD, MPH (Associate
Duke Clinical

Dr. Soko Setoguchi,
Professor of Medicine,

Research Institute)

2-3-1) Statistical Methods to Address
Confounding in Healthcare Database Re—
search

(BT — & N— 2B T 5 R EF
T DHETFE)

Dr. M. Alan Brookhart (Associate Pro-
fessor, Dept. of Epidemiology, Gillings
School of Global Public Health, UNC-
Chapel Hill)
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LxLED K 5 RBENRTHREFiEL
AWsdZ &T, bl bIEERCERRRER
DERICED WD Z LB TE D, ZOERK
75, Propensity score adjustment & In-
strumental variable analysis® 2-2TC®H
5o FIEIUZ DWW TEEARRYZRFRER & V>
ITIZOWTHE N Lz, EBbOFERE
DEOHITBHTE XD T & TRV,
—IREN G F- DD 72N e B2 b D%
A&, Propensity score adjustment® JFH
FWTEY, & THIRVREDOAAEEF D
FEE X, BV instrumental variabledME
HAT&E 50 ThiE, Instrumental var—
iable analysis?3FFE LV, LLWT i
CHLELOHE, WHEICKD/BRIT—EK
THIENRZNENWIZEThHoT,

2-3-2) Quality-Driven Investigator-
(ErE

Initiated Clinical Research
D N TG T E O FERIFSE)
Dr. MBA, CCDM, RAC

(Assistant Director, Quality Assurance

Reza Rostami,

& Regulatory Compliance, Duke Clinical
Research Institute)
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F7-Quality Assurance (BHIEEEE) &I,

NEREAMR DIT R CELHE R DHSL
LCHARDBZEL) EERELIL, ZLTRYE
Quality Assurance73§f‘\gﬁwlf)b\‘fbi\
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7o BRIEBIIRRMEEDOH WD AT v
TR ANONDERETHY, BELE
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BThD, EFREFEOBKRFRICE
WT, T — & DEEMITFEONR H 5 & i3
FOFHNREL BT TR, #HRED
REMEPENEND, Eo TEREENR
SINTEBRRMRIZTHEETE ., EHF6
LTWIBDTHD LREDFETZ,

2-3-3) The Difference in Investigator
Initiated Clinical Research between US
and Japan (WF25E EHEOERRPIRIZET 5
Ak OFEE)

Dr. Soko Setoguchi, MD, MPH (Associate
Professor of Medicine, Duke Clinical
Research Institute)

ERIRAFZE & PRI XN D FEEIC IR A 2 b D
BHDHHB, BRDEWE UTKETIIER
72 EAHBSEN AR — & R BN S
WZE, ShITREERENDZLELT
>k [E TldPatient-Centered Outcome Re—
search Institute (PCORI) DHFZEAHE 2 T
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. HTH EFEEESICET DT KE
TRENTNDH L WS ZET, HDIALE
FEEENSS Implantable Cardioverter De—
fibrillator (ICD)&BIZARE STz,
FLTHROEEHITBH7DIZiTra—
RV r—=UBERTOLR, Vorr—v
THEDOIDRENE LTH, EHZRD
DHERD D Z & bR ENTz, TIEER
BT 27 — =2 AR
ETHEET~N&EZ &L LT, healthy can-
didate biasZdHFf b, T2
IDEAND Z LT, —AEAR—L~DA
BRORBEEET B> TWDHLIICRZD
. ZiILSMhealthy candidate biasThH
D, BICERPDORERENRAONLD LD
BRBRIIE, TDEIBRNATABEZDL
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3-1. BKJMPharma TrainZdFhR & AR

3 BT EEE S 2 K E D B 72 b TR
B L., BN R, HilE R, BEEFEE L
W71 LU CRRIRAFSE - 1RBRDe-learning% &
B L Cv APharma Traink . #OFEAMEIY
F—FrZ2LTNDAA ADHSeTEFM LT,
AP a—/VEEREIIUT ThH o7,

3-1-1. Pharma Train Federation~®3&h[
<ERR27THE1A 18H >

Pharma Train Federation
Avenue Saint-Hubert 51,
ek—Oppem, Belgium

B-1970 Wezembe

President : Ingrid Klingmann, MD, PhD
Professor: Jean—Marie Boeynaems MD, PhD
¥ § Pharma Train DA %2 % 1F 7=,
Pharma TrainiIBEZESBA%E & WFZEE LD
a—2xFoTEKY, HHHERETHHEL
BRI BIEFIR & D= hF— v 7L LT
WE oL EFERMNA =T T4 72 Y
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HoTo, Level N1~3H 1V | Level LIk L
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BT, Level 21Tk O FE BN ESENE T,
Level SIZHFZEEAEE NS kLD Z L T
bole, LV LERET A MESBEICE
F o TETRITIERLT, TxrD LI
FrTATTAMLTREEZHTZ LT
LTWiWnwens Z&Tholz, L2L
Pharma TrainB &, F72IERICERELES H
Lz &idhntnZbtThotz, BART
CLICORREFE A ST D121, 47 L b 3sE
TR A ZT < THRWAS, FEFZEIICLIC
DIV FX2T LZHlELTWDIULENRDHY .,
T A PMbE00EHOHMD T —NnE T
K M50 ZIRA TERT D5 Z LA RD L
nNHEEDODZETHoT,

3-1-2. HSeT Foundation® Jean—Pierre Kr
achenbuhX & D HE

<ERL2TAELA19H >

HSeT Foundation

¢/o ISREC, Chemin des Boveresses 155,
CH-1066 Epalinges, Switzerland

CEO: Jean-Pierre Kraehenbuh, MD, PhD
HSeT 1% Parma TrainiZ xf L TCLIC ® e~
learning ##2#t LT\ 5 2%, Pharma Train
R L7 A hTidie< . toFEDe-
learning b L T35, HHERIIERMNIZFR
LT, TIUTRT 7V AOEELREL L
TWh, YA7T L& LTEHELLERL
MoodleZfEA L TWAD, RV IRE~
AXLTWDEEDTH Tz, H>TT—v
MEEND T U FLICRMERTTHZL D
TE DL DT> T\ (K56),
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Waleoms 1o e Glisical Emyestigater Cowse

X56. HSeTAM 42k 9" A Pharma Train?CLIC

3-2-1. K26 EDEEE S AR T ADE
18

TRORRE s T ATHELE,
<SERR2TEE2 A 24 H >

Symposium on
Globalization of

<Clinical Research and Trials>

10:00-10:20 Evaluation of E-learning
(UMIN) for training on clinical resear
ch and trial

Dr. Daisuke Koide,

(Associ. Prof, Univ.
9]

R. Ph., HIM, Ph. D.
of Tokyo Hospita

10:20-11:00 Global Investigator Traini
ng Efficiency based on PharmaTrain’ s
CLIC Concept

Dr. Ingrid Klingmann, MD, PhD (Presi
dent, PharmaTrain Federation )

11:00-11:40 Enhancing Investigator Tra
ining Through Blended Learning Methodo
logy

Prof. Jean-Marie Boeynaems MD, PhD (D
irector, Erasme academic Hospital)

11:40-12:00 Launching ICT in education
from the Clinical Research Support Ce
nter

Dr. Akiko Kishi Svensson, MD,Ph.D (Ass




ist. Prof. Univ. of Tokyo Hospital)
12:00-12:30 Discussion
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