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3.4 Additional ADaM Variables

3.4.1 Differences between SDTM and ADaM Ponulation and Baseline Flaas
Tahle 3.4.1.1 ADaM Subject-Level Population Flags Corresponding to SDTM Supplemental Qualifiers

SDTM QNAM SDTM QLABEL ADaM Subject-Level Population Flags
COMPLT Completers Population Flag COMPLFL
FULLSET Full Analysis Set Flag FASFL
ITT Intent to Treat Population Flag ITTFL
PPROT Per Protocol Set Flag PPROTFL
SAFETY Safety Population Flag SAFFL
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3.4 Additional ADaM Variables

3.4.1 Differences between SDTM and ADaM Population and Baseline Flags
ADaM alzo supports parameter-level and record-level population flags, which do not exist in SDTM.

Similarly, a baseline record 1dentified in SDTM may not be the record identified in an ADaM dataset and there are many reasons why this may occur. There are
ADaM parameters that are highly derived and do not have simple counterparts m a findings domain. An ADaM parameter may be derived from SDTM data
spanning nultiple domains and classes. Such a parameter would not exist in the SDTM and so its baseline could only exist in the ADaM dataset. Also, it may be
necessary to have separate baselines for different periods within the study, for example to support analyses of change from screening baseline, double-blind
treatment baseline, and open-label extension baseline (see Section 4.2, Rule 6). When there is record-level population flagging. it may be necessary to have
different baselines for two different analysis populations. Lastly, it may be desired to conduct analyses for different definitions of baseline. The ADaM baseline
flag ABLFL. coupled with the BASE and BASETYPE columns. plus population flags, can handle all of these practical scenarios.

@ 2014 Clinical Data Interchange Standards Consortium, Inc. All nghts reserved Page 47
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Value Level Metadata - EG [EGSTRESC
Variable Where Type Length / Controlled Derivation/ Comment

Display Terms or
Format Format

EGSTRESC | EGTESTCD EQ QTCE (QTc8 - | float 5.1 Derived | TcB = QT interval / square root of (60 / heart rate). For
Bazett's Correction the complete algorithm see the referenced external
Formula) document.

Complex Algorithms (complexalgorithms.pdf)

EGSTRESC | EGTESTCD EQ QTCF (QTcF - | float 5.1 Derived | QTcF = QT interval / cubic root of (60 / heart rate). For the
Fridericia's Correction complete algorithm see the referenced external
Formula) document.

Complex Algorithms (complexalgorithms.pdf)

Parameter Value List - ADQSADAS [AVAL

Variable Where Type Length / Controlled Origin Derivation/Comment
Display Terms or

Format Format

AVAL PARAMCD EQ ACTOT (Adas-Cog(11) | integer g Derived | sum of ADAS scores for items 1, 2, 4, 5, 6, 7, 8, 11,
Subscore] 12, 13, and 14, see Analysis Data Reviewers Guide
(Page 3) for details on adjusting for missing values.
Analysis Data Reviewer's Guide (analysis-data-
reviewers-guide.pdf)
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SDTM STUDYID | DOMAIN USUBJID QSTESTCD QSCAT QSORRES QSSTRESN QSDRVFL
STUDY-A| QS 101 TO1 T-SOCRE 3 3

STUDY-A| QS 101 T02 T-SOCRE 2 2
STUDY-A| QS 101 T03 T-SOCRE 2 2
STUDY-A| QS 101 T01 T-S_INTERNAL -3 Y
STUDY-A| QS 101 T02 T-S_INTERNAL -2 Y
STUDY-A| QS 101 TO3 T-S_INTERNAL -2 Y
STUDY-A| QS 101 |[SUMMARY | T-S_SUMMARY 30 Y
STUDY-A| QS 102 T01 T-SOCRE 2 2
STUDY-A| QS 102 T02 T-SOCRE 1 1
STUDY-A| QS 102 T03 T-SOCRE 2 2
STUDY-A| QS 102 TO1 T-S_INTERNAL -2 Y
STUDY-A| QS 102 T02 T-S_INTERNAL -1 Y
STUDY-A| QS 102 T03 T-S_INTERNAL -2 Y
STUDY-A| QS 102 |SUMMARY | T-S_SUMMARY 20 Y
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STUDYID

USUBJID

PARAMCD

PARAMTYP

PARCAT1

STUDY-A 101 T01 T-SOCRE 3
STUDY-A 101 D01 DERIVED | T-S_INTERNAL | 3.4
STUDY-A 101 T03 T-SOCRE )
STUDY-A 101 D03 DERIVED | T-S_INTERNAL 2.2
STUDY-A 101 T04 T-SOCRE 3
STUDY-A 101 D04 DERIVED | T-S_INTERNAL 3
STUDY-A 102 T01 T-SOCRE 2
STUDY-A 102 DO1 DERIVED | T-S_INTERNAL | 4.4
STUDY-A 102 T03 T-SOCRE 2
STUDY-A 102 D03 DERIVED | T-S_INTERNAL | 5.4
STUDY-A 102 T04 T-SOCRE 1
STUDY-A 102 D04 DERIVED | T-S_INTERNAL )
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Parameter Value List - ADQSADAS [AVAL]

Variable Where Type Length / Controlled Origin Derivation/Comment
Display Terms or
Format Format

AVAL PARAMCD EQ ACTOT (Adas-Coqg integer 8 Derived | 95.QSSTRESN where
(11) Subscore) QSTESTCD=PARAMCD

. SDTMTEH
l I—ILVTfER

ADaMTEH LF-EEMDADaM Define—xml

Parameter Value List - ADQSADAS [AVAL
Variable Where Length / Controlled igi Derivationf Comment

Display Terms or
Format Format

AVAL PARAMCD EQ ACTOT (Adas-Cog(11) | integer 8 Derived | Sum of ADAS scores for items 1, 2, 4, 5, 6, 7, 8, 11,
Subscore) 12, 13, and 14, see Analysis Data Reviewers Guide
(Page 3) for details on adjusting for missing values.

Analysis Data Reviewer's Guide (analysis-data-
reviewers-guide.pdf)
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Row | USUBJID AVAL
1 1001 Screeui.ﬂg Sn:menmg -11 SUP]NE SYSBEP {umHg} 144
3 1001 | Baseline Baseline 1 | SUPINE SYSBP (mmHg) | 145 2
3 1001 | Week1 Week 1 6 | SUPINE SYSBP {umHg} 130 B
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PARAM AVISIT VSSEQ |ABLFL [ AVAL | BASE PARAI\/ITYP AVMDEEC

Weight (kg) Screening

Weight (kg) Baseline 102 Y 100 100
Weight (kg) Week24 103 94 100
Weight (kg) Week48 104 92 100

Weight (kg)
AOD
Weight (kg)
AOD
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Table 3.3.8.1 Flag Variables for BDS Datasets

Table 3.3.8.2 BDS Population Indicator(s) Variables
Codelist/
Variable Name | Variable Label Tvpe Controlled Core

Recurd Level Flag
Safety Analysis
Record-Level Flag
Full Analysis Set
Record-Level Flag
Per-Protocol
Record-Level Flag
OI110

Intent-To-Treat
Parameter-Level
Flag

Safety Analysis
Parameter-Level
Flag

Full Analysis Set

Parameter-Level
Flag
Per-Protocol
Parameter-Level
Flag
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Analysis Data Model Implementation Guide Version 1.1 (Draft)

Study Data Tabulation Model Implementation Guide: Human Clinical
Trials Version 3.2

CDISC Define-XML Specification Version 2.0

A Guide to the ADaM Basic Data Structure for Dataset Designers
http://www.pharmasug.org/proceedings/2014/DS/PharmaSUG-2014-DS11.pdf

CDISC Q&A Forum
http://ga.okada.jp.org/




