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HEREIEE 1 R R IES
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<Planned
Time Point>
<7 hF
>

VSTPT

PlannedActivity .nam
e

WE % T N Z K%
T XA MERDOE
iR,

s L.

Yy b HNOBEL DR S CTHIE
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Bl 21X SDTM \TIEE 7 4 — /b REE L T 5HBL R A A U NBINSNIZBG 7 & MBI CTHiBLO
CDASH RAA U HAER L TV TETH D, CDASH DEFHA/N—Y 2 kT 2 E (L3 <T, CDISC D
S TIEE COP-001 @ Section 2.4 [Stage IV: Standards Update and Maintenance] (ZHEZEA /R STV DA F & B
FNEIZHE > THULER S D, T DOFEMIZ DUV TIE, http://www.cdisc.org/abt/aboouut_bylaws.html £/ D = &,
A=V 3 O CDASHEHEIZ 1 2 A H B LCBIAIC OV TE, RGO EE2sRoZ L,

7.0 %
71 F8x A: K<FEAZIN S CDISC Kl FHEE

CDASH (X, CDASH#EHED—B L7328 & i 7o FIH 2R3 2 L [FIRFIC, SRBRESEH (ST 57 — X I
AT D7, KRS HREZ RIS 2, Afte TEK<HEH IS CDISC#HHIMEE OHIEL, £
BORBEENREBE L ONDEL DT —XIET 4 —/L D728, CDISCHEHIHFEZ— KU A ") HHEHHGELZ R
RTHZETHD, L<MHHEINDMHEEIZCM, DA, EG, EX, VSO KA A AZBWTHEHAEETH 5,
[CDASH 7 7 7' A v h4 ) FNZIE, EFGE (RUEED OREAD CRF TR <MD, EREEDRYE
H7RBEEEDN TR SN TV D, KK SN DBEEENFELRWEAIX., [CDASHZ 7 7 A v MM FICIEY >
va (1) BDERINTND, FFEEFOFEM:% S E LT, CDISC Controlled Terminology (il FHEA
F) ~OT BT HERLTWD, ERREVSa—RU X ME, UTOV 27 Z2BLTTY 7 EAARETH D,
http://www.cancer.gov/cancertopics/terminologyresources/CDISC
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WEZ 4 — K MgEa— KU X b FRREDY X MZOoWTiZa— R X h&EBROZ &
Els! CDASH TOISFE CDISC Gk NCI EVS CUI
(BE& B A OFI+)
CMDOSU Be G- B AL B —RU R b NS mg mg C28253
C71620 A 075 A ug ug C48152
VY v b mL mL C28254
ik AThE 75 h e g C43155
[ s B U U C48579
b tab TABLET C48542
7L cap CAPSULE C48480
R — PUFF 65060
CMDOSFRM | %)% EEEFET— KU | BeR tab TABLET C42998
2k C66726 TN cap CAPSULE C25158
W0 oint OINTMENT C42966
JEAR FTHE LA Supp SUPPOSITORY C42993
B aer AEROSOL C42887
AT L — — SPRAY C42989
IR A susp SUSPENSION C42994
Xy F _ PATCH C42968
A — GAS 42933
L — GEL C42934
7 — 2 — CREAM 28944
A — POWDER C42972
CMDOSFRQ | B G BED—RU R R 181 QD QD C25473
C71113 1H2 BID. BD BID C64496
EEIE TID TID C64527
B T E 1 H 4] QID QID C64530
| HB = QOD QOD C64525
5 H oM QM C64498
MBS T T PRN PRN 64499
TRH U UNKNOWN C17998
EXROUTE Py B R REa— R Z | 3= PO ORAL 38288
C66729 S TOP TOPICAL C38304
5k AT RE R SC SUBCUTANEOUS | C38299
4 — TRANSDERMAL | C38305
RPN — INTRAOCULAR 38255
AR — INTRAMUSCULAR |C28161
TN — RESPIRATORY C38216
(INHALATION)
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(& FEA A1)
JREN — INTRALESION C38250
g — Intraperiteoneal C38258
PR — Nasal C38284
(e — Vaginal C38313
E BN — Rectal C38295
DAORRESU A E IR SN LHEHD | Bfr=a— Y 2 K S — BAG C48474
HANL C71620 I — Bottle C48477
& — BOX C48478
hEHR RTiE VI % cap Capsule C48480
e — Container C48484
F4ART — Disk C48490
Ny lr— — Package C48520
Ry 7 — Packet C48521
Ry F — Patch C48524
BE tab Tablet C48542
Fa—7 — Tube C48549
NA T IV — Vial C48551
EGORRESU DX D IE 0 HAT HAra—RKY 2 K S msec msec C41140
C71620 b sec sec C42535
[al/ 45y — BEATS/MIN C49673
PEIR AT HE
EXDOSU Wik % B 0D BT BEffa—RJ =z R B tab TABLET C48542
C71620 T 7' cap CAPSULE C48480
AV — PUFF C65060
Bk AT RE SUU o R L mL C28254
~Af vl A ug ug C48152
NOEE2A mg mg 28253
77 A g g C48155
EXDOSFRQ B H-H BEa— R X b 1H 1A QD QD 25473
C71113 1 H2ME BID. BD BID C64496
1 H 31 TID TID C64527
b e 1 H4 QID QID C64530
1 HB = QOD QOD C64525
5 A QM oM C64498
MEZS LT PRN PRN C64499
N 8] UNKNOWN C17998
EXROUTE P IRk BT — R R B wo PO ORAL 38288
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(& A DORk5IF)
C66729 S TOP TOPICAL 38304
BT SC SUBCUTANEOUS | (38299
JL5R T AE B _ TRANSDERMAL | C38305
IRA — INTRAOCULAR 38255
N — INTRAMUSCULAR |C28161
W A — RESPIRATORY C38216
(INHALATION)
SR ELA — INTRALESION 38250
EEn — Intraperiteoneal (C38258
=1 — Nasal C38284
| — Vaginal C38313
A — Rectal 38295
EXDOSFRM | #I¥ EMOHAGa— Y |G tab TABLET C42998
Z |k C66726 h 7L cap CAPSULE C25158
R oint OINTMENT C42966
JRAR FTHE HEF Supp SUPPOSITORY C42993
=y = 1 aer AEROSOL C42887
RS L— — SPRAY 42989
IR E A susp SUSPENSION C42994
SR F — PATCH 42968
7 A — GAS 42933
L — GEL C42934
7Y —A — CREAM 28944
B — POWDER C42972
EXINTPU TR R T O J R D BT Y ER b sec sec C42535
C71620 5 min min C48154
[ hr HOURS 25529
JEAE AT RE
EXVAMTU P 5B DAL Hira— U & - YUYy L mL mL (28254
C71620 A ar5 N ug ug C48152
RUTT A mg mg C28253
JEAE Al HE
EXFLRTU TR O 7E HLAT HALa— KU A b ~A vz 7 A/ | Ug/min ug/min C71211
C71620 ~A a7 ,n/H |Ugday ug/day C71205
YUy MV mL/min mL/min C64777
JL5R AT RE 3 U L4 TR mmol/day mmol/day C67406
<A 7 aEx/)L/H umol/day umol/day C67420
EXPDOSEU FHR R 0D BT HAra— RY & K #E tab TABLET 48542
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Es! CDASH TOWIs3E CDISC HiGEfE NCI EVS CUI
(A EA DR )
C71620 5T cap CAPSULE C48480
R — PUFF C65060
Bk T RE SUU R mL mL C28254
S AN ug ug C48152
NUE/47FN mg mg C28253
75 A g g C48155
SUNCF &AL D O A 1 Never/Current/Former | {fi FH#&5R 72 L — NEVER C70543
a— KU X b BIfEfE A+ — CURRENT C25471
C78738 8 2 — FORMER 25627
VSPOS PNA BN A CPEROMERAL [RALa— KU 2 K JEAT — Sitting C62122
C71148 ST — Standing C62166
BN — Supine C62167
SEAE T VI P
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720y, FEEER = A b ORI EE L 72 ZERFHEDO S EFRIL, ICHE3 B XU E6 [ZIFREH S N TR o7z,
Aok TRENCBIT52B M) 1X. FAAL L VEI I L, CDASH R A A > OFER TR I - Hiflk
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7i2 L. A Z o ARBHI OIRO FEIIKIEN L ©903d 0 | Z OFHRNB AR, £7213 FDA/ICH IZ&R S
TfRRE LTEBNDRETIER,
2009 4 7 A IZ FDA Guidance for Industry: Drug-Induced Liver Injury: Premarketing Clinical Evaluation
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IT&NTZ, ZOHA X AL, REBRKIEE DR RBR O 2ERE OFEFMEFREE (DILD) OJkEEZE=4% 1
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SNTWLT—ZIL, BATO CDASH FAA XY, TRTNET 22 ENARTH D, ABRIKEE L. %)
5 DILI O #E (DILI O#fE & Hy O3ER]) &7z LIZgBREFICOW T, FOR—2A T A 5 — X ZiHli ¢
EOLFELHETLIRETH D,
ﬁmﬁl
BT — % O, fffr, WS ICBET 2R E LTS,
o [HIRHBRT —# _XR—APTILALNDERERNGRLE L TWDED, HAEFZOREME O DITHLKE A
SN EBRITGHN E LT D,
o BANIHHDOHDEHRICHOVTHELHL TVDIN, RTOREDT —F 7 4 — /L FERIZLTWDHDITT
(=R
o ZEMFHNE FIERICT A L CHE] & 5B T VA VBT ANEIT G E LT D,

REL

o FHIR : FOMKEZIITA RTA 2 E2RIT LIRGIRERE 2 BHR3 5,

o HRHBIUFTA RTA v : HElEIIHA T4 L OERERS EIEE

o  BBIE : WEET — X OUUE, fiftT, WEICHET SHA B/ A R4 OHBCBET R E, A K
FA L OFRBRBFRN BRI LENEHIN TV D, EARMICIE., 8T IEET 5205 A
ML TEBLIRETH D, FUETRLEEITIE, T—XWNEFNIT DRHNCE#E L= NFICxHT 518
EREENTVD, IRHIEFEREGRLOTIERL, 2=V Z b EWE L, BASHEATRETH
%,

Fﬁﬁ
Code of Federal Regulanons (CFR : K[EEFHIHIE)
b MAHEEBICBT DR Ol Z 28 EFLEHEOINE, MR, RHICBIT 258 A K714 v
% & ¢ European Commission dlrectlves (KINZE2HR45) , ENTR/CT3 April 2006 73 &
2008 £ 3 H 14 RIT5ER L7 AZIMEICBE S 2 ICH A R 7 A > (www.ich.org)
2008 4= 3 A 14 HIZ58/% L7= FDA & A # > & (http://www.fda.gov/opacom/morechoices/industry/guidedc.htm)
FDA Manual of Policies and Procedures ¥ & UF Compliance Program Guidance Manual
(http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfim)

e NCI=—RUZXPR
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15 B1 : XBEDHINFEIUFM I VITER

HEHE | &/ HA 542 SHA/XE
ICH E3, Structure of the Clinical | FRIRBFZED HAYIZ, RAa28ME2A L, RARDIBHEZT . E723BIOM SO THIFE RO R £ 7213/ AD

Study Report

FEXTRORN A2 SERE L 5 HHRE B COLZFIREIC T2 2 & Th D, BRIIRRICET 204 R7 4 > L8N,
FOREDIIFEICE T HBIEFHOESR., IUE, 1R, MO FIEOMImIZHL L, #5E &b 72 Bl E65 5 % it
IR S DHRES L, WFFEICET D e E /1T R E AT I RESICB W TR Tdh 5,

ICHE3 T A R7 A NIFICBWWHITH D, ZOHA RT7A4TlE, %0 U THRE T — % OIER & T O M3
PR SN TV, #RER TOFIESCBERF ROZEEMTI TE D LI ICT 5712121, FBIERE2 R T O
B I —RBICKHS T A ER S D, Ziud, FBISERE —BICRE L, TN L ER ORBRE % BT 2 07k
BERT D, . TAUIHERETRD]F (B 0 BRBR ID. gk ID. #RERE ID) L XA 2 U/ EH CEBEID, kBB, 15
WIEA]) BT =27 4 — NV FEllAEbEb L TEREIND, &0, B2 BB ET 20
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{18 B2 : HEEZR (AE)
FHRE | HAS/ AL FS1> HEA/IXE
CFR 21 CFR Part 312 Investigational New 312.32 : INDHFEZ OLEMERE © Tserious (EER) | BIOZOERTHEHINS HiExEHRT D5, W
Drug Application BICEDDLIRENENRLIH SN TS,  Tassociated (BIHEDH D) | . Texpected (TFHISILD) | .
lunexpected (THiZ72\Y) | EMEESHERSNTND,
312.33.3b Section 1~4 : ZZEMEIEHIC BEE L 72 IND~DERRE, T —FINE Y — /L OREEFIEITHEL S 5
HRDOZ SV EESCHREZEDIERARD SNIEALH D,
312,64 : {BIE L BE O IS ABEEENSH 5 FROREICET BB ELEOELICOVWTERINT
W5, IET RENENHMEICHEE SN TV D DT TiEZ2 A, AERELIZEE 4 2 3B S5 12 X 5 K B
REHmAH D& LR LTV D,
CFR 21 CFR Part 314 Applications for FDA | 314.80 : SAED E %,
Approval to Market a New Drug
CFR 21 CFR Part 803 Medical Device 803.32 : [EIEIEIRIC BB Al # D EHE LR EIZHOWNT, FHAMESINES L G TREXBKO—&E N
Reporting BoRENTWS,
803.42 : EFIKER DI AEZT I L Al 2 OLZEMEREIZONT, MEDPRD NI FEFGEEOLEDO—
BRERINTND,
803.52 : EFIKARIC B3 2 4 OFFERFRREIZON T, [EFRERILEEE DINERS LR E TR LK
DO—BRERINTND,
EC European Commission: Detailed HEDAEFGZOBRLREITONWTRFRERNDIE R SN TV D, ICH E2A B X NE2BIZIEFITHELL L T

guidance on the collection, verification
and presentation of adverse reaction
reports arising from clinical trials on
medicinal products for human use,
ENTR/CT3 April 2006.

LM, ETAHEIAHITN B0 LY BERNZNELEERSN TV D, BT —Z BT 2 B8fHIERS L
TWRWD, REDTODRENBLIORLELE A Y a— BRI TV D,
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FDA

Guidance for Industry: Premarketing
Risk Assessment

ROV AT OHFREROFMICIT D FNEDNTHA XU AR INTND, TORFTEBI L
T =BT =B RAFEDTDDIA RTA L ThHDHM, filx DFRICHONT, Fca—T ¢ 7 HFEICBIT
BRI & | HA & A EFRORRMBROMBITIZ OV T HEiH I TV 5,

Section VLA.1., Accuracy of Coding : #4502 — b L OG22 = — FMEORFEIZ BT 2 HESE D R &
nTno,

Section VI.B, Analyzing Temporal or Other Associations : VA% Efiii B & /ER~DIRZE LI O )7 2 B# ¥ TF
ERROXA IV T HHET DI EOTELEEMHIIOVWGRL BN TV D, THUE, EBRNOIEMRRES
FHLAZET D Z L ONLTEEEZRHT D,

Section VI.G, Long-term Follow-up : B HHFGHH A INET 2 72D O 7 BHMHM 2R ET 5 2 & OMEE
ICOWTEBLRINTEY . ZADE MK THROSHER ECHEIYR & OFRE1T I XX Th D LIBTEMIC
AL TS, ZHUCSEY | WIEICET DA EFRRIGROWED T v AT H & R TRICAEFRN
WEBNT D0 T = _R—=2 24— N L TRBL REWH 2R ET HR&ETH D,

Section VI.H, Important Aspects of Data Presentation : ZAUL ICHE3 7 A F7 A kT 2HiEHETH Y, 4
AT NS BB RIATIC OV TER SN TV D, FRSHIZEHIRITIZSET L7 gdiRE o >0 T, 1EU7Z CRF
ICABERCER, BEREE, AR, ZOMT X TOMETIEROaE—2EDLETHDL LHEIN
T2, i, ZhboRERNZREREZ LT L HRBKIEE OFR L72 CRF CIET BN H L Z L x
BRI 20TER, INOLDHEROa L —2ZOMOPTRE T —2 L L bITRE L, BUIZA Ty 7 R
{EL CTERARRICT D R&ThH D,

FDA

Guidance for Industry: Drug-Induced
Liver Injury: Premarketing Clinical
Evaluation

(July 2009)

Section IV : Clinical Evaluation of DILI
Hy OIEANC X 228l (IFHEE D2 L) Z 7= T #ERE IOV T, BTy —% ZIUE Ll udz o
720, Section CIZi%, D RK® Hivd CRF A0 —EAEH I T\ 5,
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ICH

E2A Clinical Safety Data Management:
Definitions and Standards for Expedited
Reporting

Section II : Definitions and Terminology Associated With Clinical Safety Experience

AEFR, EEAERSR, THMREER L, 27— oRE LN Sh I RO ERPLEH ST
l/\éo

HEE TS HEMEZRT 5 28Ik » T, BEFRZINET D OOR/DROZEE v PR RESHLTH
Do

HEDRKD BN NELMERMORETER ELTD T, BEREOFIENELSNL TV D,

B FCTOBRBETO, 77 v RiBRICBIEd 5 ZEMRHE & e THROAEFELZTMET5 Z L1220 T
Wi EnTnW5,

WEE L 72 B A2 OF — & S OEEMITEH STV, SAEDIERFRIENZIZ OV T OHEER O FH S H
60
HENMEEESZOBRLAREIIRO SNHEROTEHIL. TLAX—, EYFmz7va—LoilHo Xk 5 7%
THA ZETe, LA, TR, MERECTOF R EOREMFITHEL 720 5 AR 2T 5, o
EREAIE. YIBFELIMMOBRTOFRALEDLILERL D, T, HOLPIHFETINETRE T —X
B HIE A & A TV D A REMED B 5

ICH

E2B (M) Maintenance Of The ICH
Guideline On Clinical Safety Data
Management: Data Elements For
Transmission Of Individual Case Safety
Reports

ZOXEE, HOBAICIRESN TS a— KU A~ (B RBRELE OB T LN IHE) 25
to, HEFROBAREORBRHIEE LT TR LRV T —Z SO —EREREINTND, AL/
FEDOBHI L FBTE S > THUPEIFL S EDPZ 00D, [k 7 — 5 N—X & Z 415 DIFHR & DBFEF1F 2 &7
BIE&D, Mk T — 5 B E i L THS & Th B,

0200643 ARERC, LE 2 —HOZOEOYETRAH S (E2B (R3) . ZAUTHB L OEE S8
HEINTWD, THISNIMERIIRETH D,

ICH

E2C Clinical Safety Data Management:
Periodic Safety Update Reports For
Marketed Drugs

iR, RS EMEERO A T BN EH SN TV D, E2B D X ) IO —EITIR &
TV, RV IC, REMEITEE OB L OW . WEEORKR, MEICEHDLXER ()
WeBRE OBREER) | EERREEELOBIB LS OLEEICET A EERHEICESEZBNTCWS, T—
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33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44.
45.
46.
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Abbott

Accenture

Accovion GmbH

AdvaMed
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American Medical Informatics Association
(AMIA)

Amgen

ArisGlobal, LLC

Association of Clinical Research Organizations
(ACRO)

Association of Clinical Research Professionals
(ACRP)

Astellas

AstraZeneca

Bausch & Lomb

Baxter

Baylor College of Medicine

BioClinica

Biogen Idec

Biopharma Data Services

Biotechnology Industry Organization (BIO)
Bochringer Ingelheim
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Bristol-Myers Squibb
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Clinical Data Interchange Standards Consortium
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Clinical Research Forum
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Cmed

Cognizant Technology Solutions
Commitum AB

Covidien (IH Tyco Healthcare/Mallinckrodt)
Critical Path Institute

CSS Informatics
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Daedalus Software, Inc

DataLabs
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Duke Clinical Research Institute (DCRI)
Eisai Global Clinical Development

Eli Lilly and Company
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Ethicon (Johnson & Johnson)
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Fast Track Systems
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Food and Drug Administration (FDA)
Formedix Inc.

Forest Laboratories, Inc.

Genentech, Inc.

Genzyme Corp.

Gilead Colorado, Inc.

GlaxoSmithKline

Global Research Services, LLC
Grunenthal

Harvard Clinical Research Institute
Health Decisions

HealthRoad Co. Ltd,

i3 Statprobe

ICON Clinical Research

ImClone Systems Incorporated

Insmed Incorporated

InterMune, Inc.

Jazz Pharmaceuticals

Johnson & Johnson

Kai Research

KCT Data, Inc.

Kestrel Consultants

Kos Pharmaceuticals, Inc.

Lab Connect LLC

Lilly

Logical Progression

Medidata

Medifacts

Merck & Company

Millennium Pharmaceuticals, Inc.
Morphotek

National Institutes of Health (NIH)

- Clinical Research Policy Analysis and
Coordination Program

- National Cancer Institute (NCI); caBIG
- National Cancer Institute - Center for
Bioinformatics

- National Center for Research Resources
(NCRR)

- National Institute of Child Health and Human
Development (NICHD)

- National Library of Medicine (NLM)
- NCI Cancer Therapy Evaluation Program
- NCI Enterprise Vocabulary Service

- NIH Office of Biotechnology Activities
(OBA)

Nextrials, Inc.

Nounsware Company

Novartis Pharmaceuticals Corporation
Octagon Research Solutions

Ofni Systems Inc.

Omnicare
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Oracle Health Sciences
Organon

Othera Pharmaceuticals, Inc
PAREXEL International
Percipenz

Pfizer, Inc.

Pharmaceutical Research and Manufacturers
Association (PhRMA)
PharmaNet, Inc

Phoenix Data Systems

PHT Corp

PPD, Inc.

PRA International

Procter & Gamble

PTC Therapeutics

QIMR
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Quintiles Transnational
Regeneron

Rho Inc.

RTI International
Sanofi-Aventis
Schering-Plough Corporation
Schwarz BioSciences

SGS

Society for Clinical Data Management (SCDM)
SpaceLabs Healthcare
Statistics & Data Corporation
Synteract, Inc

UCB

University of California, Irvine
Westat Inc.
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