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DESIGNING ADAM NEW ADAM DATASET DEFINITION WIZARD
DATASETS IN CLINICAL DATA INTEGRATION 2.4

- Designing an ADaM dataset can be complex due to a number of factors:
- ADaM Implementation Guide and data model documentation total over 130 pages!
- Sheer number of variables to choose from in the specification is daunting

- Management of values for xx, y, and zz parameters in variable names is
cumbersome

- Use of wildcard characters in variable names
- Use of variables pulled from other ADAM, SDTM, and SAS tables
- SAS Clinical Data Integration 2.4
- Provides an ADAM Dataset Definition Wizard
- Leverages metadata about the ADaM standard to ease the definition process




DESIGNING ADAM
DATASETS
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Select analysis variables
Select analysis variables to add to the new ADaM dataset

BDS HAS MANY DIFFERENT CATEGORIES OF VARIABLES

Available Variables: Selected Variables:
-] Analysis Descriptor Variables | | o | Analysis Descriptor Variables
_| Flag Variables adde || " | Flag Variables
- | Labrelated Analysis Variables | | | Lab-related Analysis Variables
-] Analysis Parameter Variables [+ | Analysis Parameter Variables
- | Subject Identifier Variables [ | Subject Identifier Variables
- | Time To EventVariables | | i .| Time To Event Variables
-] Timing Variables [ | i " | Timing Variables
-] Data Point Traceability Variables | — | | i .| Data Point Traceability Variables
-] Treatment Variables SRETOVE ) Treatment Variables
-] Analysis Visit Windowing Parameters | | i | Analysis Visit Windowing Parameters
1 b F] !
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DESIGNING ADAM
DATASETS MANY VARIABLES WITHIN A CATEGORY
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Select analysis variables
Select analysis variables to add to the new ADaM dataset

Available Variables: Selected Variables:
[ ] Analysis Descriptor Variables af e | Analysis Descriptor Variables
_| Flag Variables i adde || | Flag Variables
- | Labrelated Analysis Variables R | Labrelated Analysis Variables
=4 Analysis Parameter Variables 3 [+ | Analysis Parameter Variables
- (i PARAMN -] Subject Identifier Variables
- [ PARAMTYP — | | Time To Event Variables
- (g PARCATY || b ] Timing Variables
--f&3 PARCATYN || .| Data Point Traceability Variables
- i AVAL AREmave [+~ | Treatment Variables
(g AVALC ] ] Analysis Visit Windowing Parameters
i3 AVALCATY
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DESIGNING ADAM
DATASETS
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Select analysis variables
Select analysis variables to add to the new ADaM dataset

EASE OF SELECTING VARIABLES

Available Variables: Selected Variables:

S | an-nent Varnables i "] Population Indicators
TRTxuFM adde | _| Study Identifiers
EIH:N _| Subject Demographics
TF'.T;;QF' | Add :E?Iurr]r:ll[asljd::t:selectiun F

- i TRTSEQPM W ~

- (i TRTSEQA

- i TRTSEQAM
TRxxPGy
TRxxPGyM
- [ TRxxAGY
Y R o0cAGY i

k|- Trial Dates -
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[]1 = required {cannot be removed)
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DESIGNING ADAM

DATASETS AUTOMATED COMPLIANCE CHECKING

p = o
E Mame Ched: ID Message

Salect analysis variables TRMxAGYMN ADAMOOTD  [TRxxAGyM is present and TRxxAGY is not present
Select analysis variables to add to #] [TRTXxxAN ADAMOODE4  [TRTxxAM is present and TRTxxA is not present

Available Variables: I
[=I-_4 Subject Demographics
- [ RACEGRy

- [ RACEGRyN
=4 Treatment Variables

- [ TRTxxPN

- [ TRTxxA

TRTSEQP

- [ TRTSEQFN
TRTSEQA
TRTSEQAN
TRxxPGy
TRxxPGyM

- [ TRyAGY




DESIGNING ADAM
DATASETS SELECT VALUES TO ASSIGN TO X VARIABLE PARAMETERS
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Specify the Period Variables
Set the period(xx) values for the variables

Period(xx) Variables: Maximum value:

Mame Description Values Values:
Planned Treatment for Period xx
Actual Pooled Trt v for Period xx (M)
Actual Treatment for Period xx (M)
Actual Treatment for Period xx
Actual Pooled Treatment y for Period xx
Planned Pooled Treatment y for Period xx
Planned Poaled Trt v for Period xx (M)
Date of First Exposure in Period xx
Date of Last Exposure in Period xx




DESIGNING ADAM
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Specify the Period Variables
Set the period(xx) values for the wvariables

VALUES ARE ASSIGNED TO X PARAMETERS

Period{xx) Variables: Maximum value:
Mame Description Values Values:

TRTxxP Planned Treatment for Period xx 01, 03, 05

TRxxAGYM  |Actual Pooled Trt y for Period xx (M) 01, 03, 05

TRTxxAM  |Actual Treatment for Period xx (M) 01, 03, 05

TRTxxA Actual Treatment for Period xx 01, 03, 05

TRxxAGy  |Actual Pooled Treatment v for Period xx 01, 03, 05
TRxxPGy  |Planned Pooled Treatment v for Period xx (01, 03, 05
TRxxPGyM  |Planned Pooled Trt v for Period xx (M) 01, 03, 05
TRxxS0T  |Date of First Exposure in Period xx 01, 03, 05
TRxxEDT  |Date of Last Exposure in Period xx 01, 03, 05

Assign

< Badk [ Mext = ] Finish Help

[ ¥

Gsas | Es.




DESIGNING ADAM

DATASETS SELECT VALUES TO ASSIGN TO Y VARIABLE PARAMETERS
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Specify the Grouping Variables
Set the grouping(y) values for the variables

Grouping(y) Variables:

Mame Description Values
SITEGRY Pooled Site Group v
RACEGRy |Pooled Race Group v
TRxxAGYM  |Actual Pooled Trt v for Period o (M)
' Actual Pooled Treatment y for Period xx

Planned Pooled Treatment v for Period ¢
Planned Pooled Trt v for Period o (M)




DESIGNING ADAM
DATASETS
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Specify the Grouping Variables
Set the groupingly) values for the variables

VALUES ARE ASSIGNED TO Y PARAMETERS

Grouping(y) Variables: Values:
Mame Description Values

SITEGRY Pooled Site Group vy 2, 4,6

RACEGRy  |Pooled Race Group y 2,4, 6

TRxxAGYM  |Actual Pooled Trt v for Period o (M) 2,4, 6

TRxxAGy  |Actual Pooled Treatment v for Period xx |2, 4, 6
TRxxPGy  |Planned Pooled Treatment y for Period xx |2, 4, 6
TRxxPGyM  |Planned Pooled Trt v for Period wx (M) 2,4, 6

Assign
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DESIGNING ADAM
DATASETS AUTOMATED GENERATION OF VARIABLES WITH X AND Y
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Complete Set of Variables
View the complete set of variables

Mame Description Source... Source D... Sourc... Sourc...
AHM LIESCTIPTON OT FIannea Arm e
TRTO1P Planned Treatment for Period 01
TRTO3P Planned Treatment for Period 03
TRTOSP Planned Treatment for Period 05

TRO1AGZM :Actual Pooled Trt 2 for Period 01

TRO1AGAM Actual Pooled Trt 4 for Period 01 (N
TRO1AGEM Artual Pooled Trt 6 for Period 01 (M) s
TRO3AGZM Actual Pooled Trt 2 for Period 03 (M)
TRO3AGAM Actual Pooled Trt 4 for Period 03 (M)
TRO3AGEM Actual Pooled Trt & for Period 03 (M)
TROSAGZM Actual Pooled Trt 2 for Period 05 (M)
TROSAGAM Actual Pooled Trt 4 for Period 05 (M)
TROSAGEM Artual Pooled Trt & for Period 05 (M)
TRTO1AN Actual Treatment for Period 01 (N) I

4 I

| Edit Source Derivation |
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DESIGNING ADAM
DATASETS MANY STEPS NEEDED TO DEFINE AN ADAM DATASET

- Determine study and location to place the ADaM dataset

- Select the dataset type (ADAE, ADSL, BDS)

- Provide a name, identifier and properties

- Select a library in which to place the dataset

- Optionally select source datasets and variables

- Select analysis variables

- Associate values with xx, y, zz parameters found in variable names
- Assign text within variables with wildcard characters

- Order the variables within the dataset

- Provide traceability information for variables
- Those variables pulled from source datasets have this automatically populated
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