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ABSTRACT 

This demonstration shows how legacy data (in any format) is converted to SDTM 
datasets. Clivax does the job for you - divided in five simple conversion steps: 

1) Import of the “raw” data into the system.  

2) Assign critical issues with the help of drag and drop. 

3) Integrate the assigned data into the system.  

4) Activate the SHARE library and supplement your own SDTM Domains as needed.  

5) Export the SDTM 

You get your SDTM submission delivered express "Overnight", fast and simple without 
any programmers or programming work involved 

The presentation will be finished with an overview of the built-in power of Clivax. See 
how the setup of a study can be made within 4 hours - the SDTM submission included. 
Clivax offers you the ultimate way to take advantage of the compliance with the CDISC 
/ SDTM standard and get SDTM submission for free. 

 

1. INTRODUCTION  

FDA is strongly encouraging sponsors to submit data in standard form as a key part of 
its efforts to continue with advancement of review efficiency and quality. FDA has 
accepted SDTM datasets since 2004. The Center for Drug Evaluation and Research 
(CDER) has in the document "CDER Common Data Standards Issues Document" from 
May 2011 taken the opportunity to give feedback and recommendations regarding the 
submission of standardized datasets.  

 

2. EASY, SIMPLE, FAST AND COST CONCERNED 

By the help of the right Software you are helped dramatically in order to 
be able to generate and submit SDTM datasets. Clivax makes it 
possible to setup a study within 4 hours - the SDTM submission 
included. And Clivax is even able to import "Legacy studies" and export 
the SDTM datasets. Clivax demonstrates that SDTM datasets can be 
done easy, simple and fast. And you save a lot of time and money. It is 
the most cost concerned way to produce SDTM datasets. 

Clivax is the full service Software for Clinical Trials. Instead of using a 
multiple number of software with Clivax you cover the process from the 
very beginning to the Submission. (End to End Solution). 

- One Application instead of five 

- Setup of new study in one day 

- SDTM already included 

- Legacy Converting (express over night)  

 

3. SDTM FOR FREE 

Clivax is designed for submission as SDTM datasets. Without additional programming 
work you design your SDTM datasets – hit the button and receive your SDTM datasets. 
Without any additional costs – included in the Clivax software package.  

SDTM 
submission for 

free 
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4. LEGACY STUDIES 

The simple concept of Clivax makes it possible in a extremely simplified process to:  

 

 

 

 

 

5. DEMONSTRATIONS 

For you we have chosen to demonstrate the software live. The most illustrative way is 
to let it happen in front of your eyes. The JavaScript has been prepared. I can show you 
following steps: 

 

6. FIVE CONVERSION STEPS 

The five simple conversion steps are: 

1) Import of the “raw” data into the system.  

2) Assign critical issues with the help of drag and drop. 

3) Integrate the assigned data into the system.  

4) Activate the SHARE library and supplement your own SDTM Domains as needed.  

5) Export the SDTM. 

And before we start the automatic running JavaScript I make a resume 

 

6.1 “RAW” DATA IMPORT 

Use the Data 
from your 
source  - 
Oracle Clinical 
etc.   

 

 

Example RawData (SAS format) 

 

The same 
example in 
XML format 

 

 

 

IMPORT 
LEGACY 

SAS Dataset 

 

 

Clivax 

 

EXPORT 
SDTM Dataset 
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Upload Legacy 

Any critical issue is automatically filtered out and prepared 
for a "handling". 

 

6.2. ASSIGN CRITICAL ISSUES. (DRAG AND DROP) 

The total critical issues / questions are illustrated and the 
assignment can be done directly - by using "drag and drop" 

  

Example Visits 

 

6.3. INTEGRATE THE ASSIGNED DATA INTO THE SYSTEM. 
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6.4. ACTIVATE THE SHARE LIBRARY  

Activate the CDISC/SDTM structures. Use the built in 
"SHARE" and supplement your own SDTM Domains as 
needed. 

 

6.5. EXPORT THE SDTM 

Export of the SDTM. 

 

The Domain (AE) and the SUPP-Domain 
(SUPPAE). You choose XML format or SAS 
format 

 
 

7. AUTOMATIC RUNNING DEMO 

For this we will use the prepared FuncUnit scripts. 

1. Phuse_Demo01.js 

2. Phuse_Demo02.js 

3. Phuse_Demo03.js 

4. Phuse_Demo04.js 

5. Phuse_Demo05.js 

 

8. "OVERNIGHT" 

Just use the latest version of your data to get the actual SDTM 
version of your data. The process is ready for you - express 
delivered "overnight" 
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9. DEFINE.XML 

Clivax is able to automatically create a first version of define.xml.   

10. ADaM (ANALYSIS DATA MODEL) 

If demanded the Clivax structure makes it possible extend the SDTM export with a 
ADaM export. 

 

11. CLIVAX AND CDISC SHARE IN ACTION - DEMONSTRATION 

Demonstration of how you setup a new study within 4 hours.  SHARE and Clivax does 
the job for you and your additional bonus is: SDTM for free 

The demonstration shows how you make a new study - fast and simple without any 
programmers or programming work involved. 
And generate the corresponding SDTM structure without additional work.  

Print the annotated BlankCRF.pdf out as help for a optimization of the eCRF-Design. 

Fill in test data in the eCRF and print the SDTM for control.  

You have the total SDTM work done for you without additional work.  

All based on the "state of the art" web technology.  

From anywhere and on any device including your iPad. 

 

11.1 DESIGN TOOLS (eCRF) 

"Drag and drop" your Clinical Trial Input Form 

In any Language 

And before any data is filled in make the comprehensive test: 

- Check immediately the design and functionalities (Preview) 

- Print the BlankCRF.pdf for approval by the colleges 

- Check the SDTM export. No adaptions are necessary 
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11.2 eCRF PREVIEW 

eCRF Preview 

 

11.3 BlankCRF (ANNOTATED) 

BlankCRF  

 

11.4 eCRF TRANSLATIONS 

eCRF Translations 
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11.5 DATA MANAGEMENT 

Data Management 

 

12. COMPLIANT TO FDA 21 CFR PART 11 

Clivax comply to FDA 21 CFR Part 11  

 

CONTACT INFORMATION 
Your comments and questions are valued and encouraged.  
 

 

Contact the author at: 
 
 

Niels Mathiesen 
mathiesen & mathiesen  
AG für Informatik 
Peter Merianstrasse 45 
Postfach 
CH-4002 Basel 

 Mail: Niels.Mathiesen@m-m.ag 
 Web: 

 

www.Clivax.com 
www.m-m.ag 

 Tel: +41 61 271 69 42 
 


