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Outline
§ Project Scope
§ Project Approach

§ To conduct conversion in an efficient and consistent way
§ To keep the team engaged

§ Using team diversity to improve problem resolution
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Project scope
§ Prepare study portfolio for submission to Food and Drug Administration (FDA)

§ Conversion clinical trials to SDTM and ADaM standards
§ First study from 2006, last study currently in set-up

§ Pilot project
§ Conversion of a single phase II trial to SDTM and ADaM, and reproduction of tables

§ Conversion of 11 phase I trials to SDTM
§ Conversion of 4 phase II trials to SDTM and ADaM, and reproduction of tables

1

2
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Project start – team composition

Client / Data 
Manager

Program PM / 
Data Manager

People PM / 
Programmer

SAS programmers
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Project start – timelines and scope

Q1 2018 Q2 2018 Q3 2018 Q4 2018 Q1 2019 Q3 2019 Q4 2019 Q1 2020

STAT DM

1

+6

+2

Q2 2019

+15

+2

DM DM
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Project goals and challenges
§ Project goals

§ Deliver on time, on budget, with quality!
§ Ensure consistency across all trials
§ Scale up team
§ Onboard junior staff with limited experience
§ Keep the team motivated

§ Project challenges
§ New team
§ New client
§ Complex Data Structures – dataset containing 10306 variables
§ Multiple CROs

§ But, data from same CRO had similar data structure
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Project start – approach

§ Pilot: conversion of a phase II trial to SDTM and ADaM, and reproduction of tables
§ Time frame: 5 months
§ Set standards for all subsequent trials

§ Team
§ 1 programmer >15 year experience
§ 2 programmers with little to no experience

§ Approach
§ Team member responsible for certain domains

1
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Project continuation – approach

§ Conversion of 20 phase I trials to SDTM
§ Conversion of 5 phase II trials to SDTM and ADaM and reproduction of tables
§ Time frame: 1 year

§ Team
§ Expanded with OCS Life Sciences’ ex-trainees

§ Learning by doing

§ Adjusted approach
§ Team member responsible for a complete study rather than certain domains

2



© OCS Life Sciences and Innovion

www.ocs-lifesciences.com

Efficient and consistent conversion
§ Tools available, but also developed and enhanced by team members
§ Reduce repetitive tasks: focus on the data
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Pre-analysis
§ Determine similarities between studies in terms of design, aCRF and source data

Ø Resource allocation
Ø Efficient conversion
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Mapping engine
§ SDTM datasets created using mapping engine developed by OCS Life Sciences

Source data

Mapping 
Specifications

Output dataMapping 
Engine
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Mapping engine
§ One Excel spreadsheet containing all:

§ Source and target variables
§ Mapping specifications 
§ Translation of the specifications into SAS (pseudo-)code needed to generate the target variables

Ø Easy to learn and use
Ø Reduces repetitive code
Ø Re-use of mapping in studies with same set-up
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Data steward report
§ Overview of SDTM/ADaM datasets, variable names, labels, types and values
§ Act as a library
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Define-XML
§ Start of the project: created using Pinnacle 21 tool

§ Metadata on dataset and variable level
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Define-XML
§ During the project: program to create and validate Define-XML

§ Metadata on dataset, variable and value level including CRF pages, codelists, methods

Ø Reduces development and validation time
Ø Keeps the team motivated
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Team diversity for problem resolution

IT
Business Mathematics
Biochemistry
Chemical Sciences
Nutrition and Health
Medical and Pharmaceutical Research
(Molecular) Neurosciences
Bio-Engineering

Data Manager: 1
Technical/SAS Programmers: 2
Clinical Programmers: 7
Statistician: ad hoc
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Data challenges
§ Data 

§ From multiple CROs
§ In multiple languages
§ With many source issues
§ Poorly described metadata
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Example challenge and team resolution
§ After generation of TFL

CSR

Re-calculation
after conversion

Change in glycemic parameters
BASELINE END POINT  ∆   B - EP

Plasma glucose Placebo 5.18 ± 0.63 5.22 ± 0.42 0.04 ± 0.51
(mmol/L) DRUG A 10 mg 5.13 ± 0.42 5.14 ± 1.06 0.01 ± 0.97

DRUG A 20 mg 5.06 ± 0.74 5.16 ± 0.78 0.1 ± 0.42

HbA1c (%) Placebo xxx xxx xxx
DRUG A 10 mg xxx xxx xxx
DRUG A 20 mg xxx xxx xxx

Change in glycemic parameters
BASELINE END POINT  ∆   B - EP ….

Plasma glucose Placebo 5.18 ± 0.63 5.16 ± 0.45 0.02 ± 0.49 xxx
(mmol/L) DRUG A 10 mg 5.13 ± 0.42 5.14 ± 1.06 0.01 ± 0.97 xxx

DRUG A 20 mg 5.06 ± 0.74 5.16 ± 0.78 0.1 ± 0.42 xxx

HbA1c (%) Placebo xxx xxx xxx xxx
DRUG A 10 mg xxx xxx xxx xxx
DRUG A 20 mg xxx xxx xxx xxx
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What did we do?
CSR

Source
data

Annotated CRF
DMP

Protocol SAP

ADaMSDTM

Statistical 
Output

Statistical 
Output

COMPARISON

Source 
analysis

COMPARISON COMPARISON

Source 
code
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What was the issue?

In source analysis
If multiple samples for same 
date/time
• Only keep one record

In conversion analysis
If multiple samples for same 
date/time
• Use mean of results 

Problem: 
Source programming code was 

available 
Rationale for deleting records was 

not available
(not clear if highest or lowest, 

first or re-test results were kept)
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Proposed solution

Upfront agreement:
No hardcoding to reconstruct results

Re-analysis
Results were not significantly different with or 

without deleted records
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Current status
§ On track
§ Team is highly motivated
§ High profile project within our companies
§ Planning for celebration in March
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Conclusions

FOCUS ON WHAT IS 
IMPORTANT: THE DATA

MOTIVATION IS THE 
KEY TO SUCCESS

THERE IS NO “ONE 
APPROACH TO DOING IT 
RIGHT” – TEAM IDEAS
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Thank you! Questions?

Lieke Gijsbers
OCS Life Sciences
Netherlands
lieke.gijsbers@ocs-consulting.com

Jasmine Kestemont
Innovion
Belgium
jasmine.kestemont@innovion.be

mailto:lieke.gijsbers@ocs-consulting.com
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Back-up slides

Source data

Mapping 
specifications

Target data

Metadata

Standard 
macros

FRAMEWORK
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Mapping Engine
§ Excel spreadsheet defining:

§ Order of DRM variables 
§ The attributes of the DRM variables 
§ Key variables for the sorting of records
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Mapping Engine


