SR ERAER . JEBGERELER
CDISC3 i D& L B U7 2 2 )

ARl (o v/ fciazzizii ] Y H g f piiadidd iy /.7 7777 77 777
CDISC Japan User Group(CJUG) SEND team
) R ~ Hi R THEA
Jiidpia i 7% 2 7 /////////////////////////////////////
2017/4/14 P %E{/Sl nglef)ay Event



Disclaimer

O HRMDMNAIL. CDISC Japan User
Group (CJUG) SENDF—LIZHITHEEE
IO DERIXITEADEZTHY ., &
i?%?]zﬁ quf‘iffﬁt7§1ti‘zbf’l7\]é‘~'c i%u




[[ZCHIT] SMAEDAHGESANER]

o1t O IEfm FREAER T —F D CDISCt i
KREZHFRMTLEIMN?

o111t 0D JERR FREBR T — 2 D CDISCH ity
[FAFEREFICHITTAZETLLIOIN?

27



[[FCHIZ] &LV =f=<[EIF

OEEERFAERDIEHFMNE[HFL TN
TWAERWNET,

® 3B bR A BR (B R BRI L R TR R
Bl-0. NBEREICERTBIET
BN R TET

AAIZKLKXRTIMN?



AERDE =

©20165F 12 B KRl 2 B~ DR R K U IEER PR 5
ERDCDISCEEERRIZLKEAEFT—2IEHEIAE
Fiesnt- (GEfEAR)

O % K - JERR PR PRI =R &L TR R BG7ECDISCot s
ETHIZIE, FEEBOFEHRER -HENEE,
OfG PR B & IERS riﬁ%ﬁ@cmsc*ﬂi’c{i s PR
ﬁ%ﬁwﬁ‘n}h\ﬁa TLTWA5—X4%

OCJUG SENDF— L TIZL. BRER ,«:,Ed)f'ﬁﬁiaﬁll’(b\
i1 ﬁﬁﬁcmsdﬂ%\%&@Tﬁ%%ﬂﬁﬂ%*%l El
XL EEET) D EERLT-,




AFEXRD B

OEGERXER D CDISCIH X FE LD HH

¥

O IR - IERGREKER D CDISCXT i D E LD

@ JEEG R EXER D CDISCXT [ D IR LR RE

OLT IR - IFERIRIE S & H D 17 E F 4

O JERRIK - ERIRIE S A H DA EARED TIZ,

J:");JJ%E’JECDISCﬂFG’\ﬁ T1-
mam DT EY =0



ERNA

1. EwPREAER & IFEm PR 5 BR D CDISCHxE s D IZ L
JEERPREXERCDISCX i D I 5 &R 7B

2. B&ER-JEREIRCDISCIE L E M Dt EEH

3. CDISCREXRET—3IDF|;EFE




ERNA

1. EwPREAER & IFEm PR 5 BR D CDISCHxE s D IZ L
JEERPREXERCDISCX i D I 5 &R 7B




HEYBREEFT—2IEH

EGER  [CDERK TACBER] 2016/10/1LABEIZ AR R ER —
XER  -2016/12/17LIEBAEEONDA/ BFEER (2020/3/31F TIEHAT
ANDA/BLAIZ AL A E& HARE)
-2017/12/17 LABEBASBE DINDIZ

AL SHEER %%%HTE\ %%-'X\-J-Fg

JEEGERK [CDERDH] 2018FE LIEIZ A SHERF —
SER  -2016/12/17LL[EBASE DNDA/
ANDA/BLAIZ LA SR ER

+2017/12/17 LAREBRIE DINDIZ

FDA: Food and Drug Administration IND: Investigational New Drug Application
PMDA: Pharmaceuticals and Medical Devices Agency NDA: New Drug Applications
CDER: Center for Drug Evaluation and Research ANDA: Abbreviated New Drug Applications

CBER: Center for Biologics Evaluation and Research BLA: Biologics License Applications
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SEND STANDARD DEVELOPMENT ROADMAP

Now (SEND IG V3.0) ——
« CDISC Foundational Standard Development resources in place
» FDA Accepts in mid-2011, requires starting W v
December 17, 2016!
» Single and Repeat Dose General Toxicology s
studies * Genetic Tox
« Carcinogenicity studies  Safety Pharm: CNS
2016 * DART: Multi-generational and
Safety Pharm Cardiovascular and Respiratory
Updated domain: Microscopic Observations
Improvements to representation of timing
Corrections and clarifications ¢
SEND IG - DART (Developmental and Reproductive .
Toxicology) v1.0
SEND for Embryo-Fetal Development studies

! For NDAs, ANDAs, and certain BLAs. See section ILA of the Providing Regulatory Submissions In Electronic Format —
Standardized Study Data guidancedocument  Also : http://www.fdagov/forindustry/datastandards/studydatastandards/default.htm

Courtesy of Lou Ann Kramer, CDISD/SEND Team Lead
http://www.phusewiki.org/wiki/index.php?title=Nonclinical Topics Working Group

www, fda.gov
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® Study Data Standardization Plan
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® Data Definition File: Define.xml for Tabulation Data

® Study Data Reviewer’s Guide : |
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® aCRF

® Analysis Data : ADaMFZ =,
® Analysis Data Reviewer’s Guide
® Data Definition File: Define.xml for Analysis Data

® Programs

® ISS/ISEAAE ¥}

CSDRG glzﬁum *NSDRG




Tl

= FiE H EFF1E BT D Data Processing Flow
i PR AL B

aCRF: annotated Case Report Form. EDC: Electronic Data Capture, TLFs: Tables, Lists, Figures
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Data Tabulation Analysis
Capture Data Data
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cSDRG: clinical Study Data Reviewer’s Guide
ADRG: Analysis Data Reviewer’s Guide
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ARM: Analysis Results Metadata 15
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EDC: Electronic Data Capture System
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TR: Translational Research .
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