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Metadata Driven Workflow
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Reverse Metadata Workflow

TLF

ADaM SDTM

a
v

a
v

Raw Data

Collection Data Template

=
2

Protocol/SAP/Shells

Race Race Race

| |
TLF Metadata A ADaM Metadata <——» SDTM Metadata
| |

Annotated TFL Shells | Analysis Specification | Mapping Specification
TLF Template ADaM Template SDTM Template

L Define. XML




Metadata Driven Workflow Contd..
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Metadata Driven Workflow Contd..
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Standardization at what level ?
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Programmers

Gsas

HE POWER TO KNOW.

R

Programming Capabilities Type — Past/Present/Future
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Statistical deliverables — Past /Present/Future

Deliverables >15 Years Ago Present Future
Analysis/ADaM dataset - Q Q
Spec for (Analysis/ADaM dataset) -

V) V)
define.pdf 0
Annotated CRF - Q *
SDTM dataset - 0 0
define.xml - 0 0
Reviewers Guide - 0 Q**

*  Automated
** Electronically Automated




Skill set — Past/Present/Future

Skill Set >15 Years Ago Present Future
Management skills for Lead - N ™M
Programmers

Communication - ™1 m
CDISC Knowledge - N ™1
Statistics knowledge A ™A ™1
Clinical understanding N ™A ™1
Writing specifications - N ™M
FDA Guidance - N m
Data Modeling and Scripting - N ™1




Submission and Take away

Paper Based Submissions
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