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ldentifying the Gap

Data Models

column column

table
names names formats
constraints | code lists | allowed

(e.g. key) ranges
Data Collection EDC raw data Lab data SDTM
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ldentifying the Gap — Gap #1

CDASH is the standard for how data is to be collected, not for raw data output

CDASH KRH¢
= YR

EG1 R

Design KRIcPi EGI_NR
=2
EDC e Black Join Union
o V y
e EG1 R
crtract |G
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ldentifying the Gap (#2)

Lack of a standard for data cleaning

DB designer Stats
uses uses
CDASH SDTM (ADaM)
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ldentifying the Gap (#2)

Lack of a standard for data cleaning

™ ™
Normalized De-normalized
STY1A CTRIN SBJID VISIN HR SYSBP DIABP HT WT
ACB123D456 25067 26557 1 HR 87 ACB123D456 25067 26585 1 98 154 98 174 78
ACB123DA56 25067 26571 1 HR 58 ACB123DA456 25067 26513 1 124 67 177 56
ACB123D456 25067 26585 1 HR 98 ACB123D456 25067 26599 1 56 122 56 182 91
ACB123D456 25067 26599 1 HR 56 ACB123D456 25067 26641 1 76 130 76 192 46
ACB123D456 25067 26613 1 HR 78 ACB123D456 25067 26655 1 68 111 68 177 87
ACB123DA56 25067 26627 1 HR 75 ACB123D456 25067 26669 1 98 143 98 188 84
ACB123D456 25067 26641 1 HR 76 ACB123D456 25067 26499 1 115 55 166 55 D IVI
ACB123D456 25067 26655 1 HR 68 ACB123D456 25067 26627 1 75 127 /5 188 56 ata a n a ge r
ACB123D456 25067 26669 1 HR 98 ACB123D456 25067 26683 1 56 132 56 184 92
ACB123D4A56 25067 25914 1 SYSBP 120 ACB123D456 25067 26697 1 67 128 67 156 91
ACB123DA56 25067 25997 1 SYSBP 112 ACB123D456 25067 26711 1 89 137 89 182 83 u SeS
ACB123DA56 25067 26499 1 SYSBP 115 ACB123D456 25067 25914 1 120 87 185 87
ACB123D4A56 25067 26513 1 SYSBP 124 ACB123D456 25067 25997 1 112 93 156 63 th ' g p
ACB123DA56 25067 26528 1 SYSBP 145 ACB123D456 25067 26528 1 145 87 189 82 Some In ‘
ACB123DA56 25067 26543 1 SYSBP 123 ACB123D456 25067 26557 1 87 154 87 167 78
ACB123D456 25067 26557 1 SYSBP 154 | | [ACB123D456 25067 26613 1 78 114 78 166 64] |
ACB123D456 25067 26571 1 SYSBP 133 ACB123D456 25067 26571 1 58 133 58 177 66
~ - ~ -
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ldentifying the Gap (#3)

Lack of a deliberate data architecture
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ldentifying the Gap (#3)

Lack of a deliberate data architecture

Direct Linear
O
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ldentifying the Gap (#3)

Lack of a deliberate data architecture

SOURCE

Aggregation Layer

Data
Model(s)

AGGREGATION CONSUMER
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Case Study

Linear architecture vs Aggregation Layer architecture

Linear Source —* Safety ~—+ DMRM ~—+ SDTM | ADS

Varies according to the source
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Case Study

Limiting the impact of errors
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Case Study

Limiting the impact of errors

Work STOPS ()
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Case Study

Reducing Redundancy To Simplify Maintenance

Linear Source == Safety f== DMRM f==d SDTM | ADS
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Case Study

Reducing Redundancy To Simplify Maintenance

Redundancy@
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Case Study

Avoiding UnnecessaryIransformations —
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Case Study

Keeping Control Of Blinding
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Case Study
SDTM "plug-n-play"

Linear l Source == Safety f=={ DMRM f==d SDTM | ADS
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Case Study

SDTM "plug-n-play"
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Best Practices
Aggregation Layer

Internal

Hidden to

end-users

ORACLE

Contains All

Derivations

(e.g. calculate BMI once,

serve multiple models)
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Conclusion
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Thank you! Questions?

Claudio Garutti

claudio.garutti@oracle.com

Marko Bomyer

marko.bomyer@oracle.com
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