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SEND Implementation Wiki :

Welcome to the SEND Lnplementation Wiki!

The SENG Tmplamantation Wiki is 3 knawladge basa on implementng SEND - & series of artickas desigrad to balp you undarstand
and implemant SEND, including medefing basics, useful lnks, FAGS, 2nd more.

SEND Implementation Forum

This page is a discussion forum for SEND implementation, where you can ask i that will be i d and d by 2
team of SEND experts at least monthly. Key Q&a results are reflected into the wiki.

In addion to the wis, the companon SCND Inplementation Tarum is & place for active dscussion znd to 2sk questions not

already angwered in the wia,

SENDIG-DART
@ cDisc
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the FDA Data Standar standards identified \gency electronically in
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Data Standards Technical
Catalog Conformance Guide
Provides
Lists specifications, ’
supported recommendations,and %
and/or general considerations
required on how to submit
standards. standardized study

data.




Data Standards Catalog Technical Conformance
Study Data...SDTM, ADaM, Guide

SEND, Define. XML
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P

FDA Data Standards Catalog v4.5.1 (08-31-2016) - Supported and Required Standards STUDY DATA
TECHNICAL CONFORMANCE GUIDE
Teis table coniains a isting of the dat exchange. file formats and femmisalegy standands susparied ot FOA. These saandards hewe gone trzugh o the steps mecessary 3o make this part of the reguimsry neview
arocess, Ncuding posting of regulatory qui The submission of standardzsd dets usng &ty standard not isted, or 1o an FDA
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Mes) | fenTE [ L= | 32z Specifications | COER, CHER|  DSNAZ00E OS/DSZ018 [§] | Thus " Guuid "dnby" @) mto the
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Labalg (SPL} WL ML) Ankeass 5 COFR, CHER|  Cngaing SZAFI03 4 e Formar - Swndardized Study Dasa
Poalmarksting
Satety Reparing Eleciraniz Nedical Devics For questen; garding this wehasmal specificasions Secument, contact (OER &
Adiers Evens Reparting [eWDR) - Dzvice. cider-edataiidia khs. gov or CBER at ches cdisciirfida ki pov
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eCTD Study Data Validation
Rules and Severity

Demographic dataset (DM) and the define.xml must be submitted in
Module 4 and the DM dataset Subject level analysis dataset (ADSL)
and define.xml must be submitted in Module 5

Trial Summary (TS) dataset must be presented for each study in
Module 4 or 5

o Correct STF file-tags must be used for all standardized datasets
eCTD Valion Rules * Data-tabulations-dataset-sdtm

» Data-tabulations-dataset-send

For each study, no more than one dataset of the same type should
be submitted as new

FDA Business Rule

FDABO46 All Trial Set data should be submitted for nonclinical data.
Required timing variables for identification of the day on which group summaries
FDABO047 (Group Means and Incidences) are calculated should be populated for nonclinical
data.
Result modifiers for the MA and MI domains should be included in SUPPMA and
SUPPMI unless all findings are normal for nonclinical data.
FDABO049 Set Code should match Trial Sets for nonclinical data.
FDABO50 Trial Set Parameter Code should be unique for each study set for nonclinical data.

FDABO0438

FDABO51 Variable intended only for human studies should not be included for nonclinical data.

FDABO052 Variables should conform to SEND IG for nonclinical data.

When range is used for Age, then it should be provided in a 'number-number' format
for nonclinical data.

FDABO54 Pool ID should match Pool Definition for nonclinical data.

FDABO0S53
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