
Simplicity without Compromise

mathiesen & mathiesen!
AG für informatik

Oncology
Legacy Data => SDTM

TU Tumor Identification

TR Tumor Results

RS Response
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TU Tumor Identification

TR Tumor Results

RS Response

Identifier used to link 
identified tumors to the 
assessment results.

LINKID

LINKID
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TU Tumor Identification

TR Tumor Results

RS Response

Main Challenges:!

Conversion

Differentiated in Target Response

and Overall Response

1. ONE SAS file converted to THREE Domains

2. Identify LINKID

3. RS Domain:



Simplicity without Compromise

Visitnumm - Date Challenges:!

Conversion

1. All Records in the TYM.xpt file are reported as 
Unscheduled observations.

2. SDTM request a VISITNUM acording to the 
reported observation date.
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TU Tumor Identification

TR

RS

SDTM
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TU Tumor Identification

TR Tumor Results

RS Response

CRF
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TU Tumor Identification

TR Tumor Results

RS Response

TUM.xpt

SAS File



Simplicity without Compromise

TU TR RS

SDTM Files
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TU TR

SDTM Examples
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RS

SDTM Examples



Two times

Raw Data

SDTM

washed
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Upload and Two Times Washed

Conversion
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Define Study
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!

Copy Domain: TU - TR - RS!

from SHARE 
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Confirm SDTM Domain Structure!
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Confirm Parameter Entrance for Conversion!
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SDTM Generate!
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SDTM on your Drive!

1. SDTM in SAS Export Format!

2. Define.xml!

3. Open CDISC Validation!

4. Report.xls file!

5. Plus SDTM in XML and CSV



FDA wants SDTM*

Clivax delivers SDTM

*CDER Common Data Standards Issues Document, May 2011

www.clivax.com www.m-m.ag
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"Overnight"!
Conversion to!

SDTM Datasets!
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Schedule FDA !
Submission Standardization

1. Guidance (Draft) - 2012!

2. Comment Period!

3. Guidance Final!

4. Grace Period A: New Studies = 24 Months!

5. Grace Period B: All Studies = 36 Months

Guidance for Industry!
Providing Regulatory Submissions in Elecronical Format -Standardized Study Data!
Draft Febr. 2012

Info Source!
Study Data Standards for Submission to CDER



Source: Dave Iberson-Hurst, 
CDISC

Infrastructure Simplicity

FDA



Clivax
• 5 Applications 

• Setup 

16 Weeks
• 1 Day

• SDTM 
Mapping

• Legacy 
Converting 
1.5 Man year

• 7 Days

• "Free"    
Not necessary

End to End

Simplicity
• 1 Appl
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www.clivax.com

St. Jakobs-Strasse 54
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niels.mathiesen@m-m.ag

4002 Basel

+41 61 271 69 42!

Questions and Contact


