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Disclaimer 
This presentation is the property of Chiltern Clinical Research 
India Pvt Ltd and is strictly confidential. The views expressed in 
this presentation are those of the speaker and do not represent 
guidance or policies of the organization.
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Agenda
 Challenges

What is TDS?

 How it Works?

 Scenarios

 TDS Homepage

 TDS Parameters

 Sample Outputs 

 Benefits

 Defensive Coding Technique - Sample

1
Proprietary & Confidential. © 2017 Chiltern



#PhUSE

SUBJID SEX
0001 M

0002 F

0003 F

0004 M

0005 F

ID GENDER
A1 Male

A2 Male

A3 Female

A4 Female

A5 Male

Study #2 – dmg.xpt

USUBID SEX
00011 0

00012 1

00013 1

00014 0

00015 1
PTID GENDER
0001 1

0002 1

0003 2

0004 2

0005 1

Study #3 – axd222.xpt

Study #4 – dmgph.xpt

Name for 
Subject ID 

is never the 
same

Name for 
demography 

dataset is 
variable???

Is Sex Male or 
Female, 

M or F, 1 or 2? 

Gender or 
Sex, what will 

today's 
submission 

use?
Adapted from slide courtesy of Armando Oliva, M.D. and Amy Malla, FDA

Study #1 – demog.xpt

Challenges

2
Proprietary & Confidential. © 2017 Chiltern



#PhUSE

• 2016
 Client request for a SDTM and related Deliverables  @ “First Patient First Visit”

• Thought process to address the end goal:
 Through sufficient Data 
 Additional Bonus –

 Reduce Programming Time of SDTM  
 Defensive Programming 
 Downstream activities  -

What is TDS?

3
Proprietary & Confidential. © 2017 Chiltern

Presenter
Presentation Notes
Today, the trend of having the “SDTM-READY” dataset before FPFV has become a industry norm 
In order to meet timelines, the mapping/programming starts using partial/unclean UAT data and often end up with more issues 
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How it works?
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Scenarios!!
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TDS Homepage
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TDS Parameters
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Sample Outputs
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Presenter
Presentation Notes
Output will be delivered to user’s mail box in a zipped format. The zip contains the data in csv or XLS format for each and every CRF Domains
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Sample Dataset - DM
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ADaM 
Programming

Validate 
eCRF

Edit Check 
Programs

SDTM 
Programming

Spotfire Reporting
TLF 

Programming

Generate Once  !!!
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Presenter
Presentation Notes
Becky 
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Benefits
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Presenter
Presentation Notes
Test Data Simulator can save significant time and cost, especially when implemented in the early stages of the study 

Have additional impact on Programming: 
Increase data quality
45% effort savings through increased automation, That is enable to develop Standard macros
Reduces Programming time of Study Specific domains, since the tool is protocol generic 
70-80 % improvement in data mapping/Programming efficiency , to comply with Standards
Improved testing coverage by as much as 30% 
Our goal is – “Program a task once and Reuse the code for every transfer” 
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Presenter
Presentation Notes
1. Who is this Cricketer ? Clue – Famous for his defensive techniques ? Wall of Indian Cricket – And it is Rahul Dravid 
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Sample - Defensive Programming 
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Questions?
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