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The Holy Bible SDTM Expert

SDTMIG v3.2
(Single file) SDTM v1.4
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IF ONLY IT COULD BE THAT SIMPLE…

• Conflicts with Regulatory Agencies

• Regular updates

• Hundreds of pages of pdf non-computable information

• Can’t cover everything
à “how do I map this?”

SDTM IG v3.2 FDA

ARMCD=«SCRNFAIL» ARMCD is null
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SOURCES OF INFORMATION

• Controlled Terminology

• CDASH

• TAUG (Therapeutic Area User Guide)

• FDA Technical conformance guide

• ...
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CDASH: CLINICAL DATA ACQUISITION STANDARDS HARMONIZATION

• CDASH= CDISC Standard for data collection?

SDTM
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EXAMPLE 1: BEST PRACTICE PHYSICAL EXAMINATION

How would you map this ?

<From NY codelist>

Yes
No

Was the physical examination performed?

Reason Not Performed

Date



YOUR LIFE SCIENCES DATA EXPERTS 9

EXAMPLE 1: BEST PRACTICE PHYSICAL EXAMINATION

<From NY codelist>

Yes
No

Was the physical examination performed?

Reason Not Performed?

Date - PE domain ?
- PESTAT ?
- PEREASND ?

How would you map this ?
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EXAMPLE 1: BEST PRACTICE PHYSICAL EXAMINATION

<From NY codelist>

Yes
No

Was the physical examination performed?

Reason Not Performed?

Date

PROCCUR where PRTRT = “PHYSICAL EXAMINATION”PROCCUR

PRREASOC SUPPPR.QVAL where SUPPPR.QNAM =“PRREASOC” and SUPPPR.QLABEL =“ Reason for Occur Value”

PRSTDAT PRSTDTC

PR domain (procedures)
SUPPPR

à Source: CDASH IG v2.1

No findings to be collected  à not a Findings domain
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EXAMPLE 2: CONCOMITANT MEDICATION ATC CODES

How would you map this? 

S

SENSORY ORGANS

S01

OPHTHALMOLOGICALS

S01K

SURGICAL AIDS

S01KA

VISCOELASTIC SUBSTANCES
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EXAMPLE 2: CONCOMITANT MEDICATION ATC CODES

à Source: CDASH v2.1

QNAM QLABEL QVAL

CMATC1 ATC Level 1 Code S

CMATC1CD ATC Level 1 Description SENSORY ORGANS

CMATC2 ATC Level 2 Code S01

CMATC2CD ATC Level 2 Description OPHTHALMOLOGICALS

CMATC3 ATC Level 3 Code S01K

CMATC3CD ATC Level 3 Description SURGICAL AIDS

CMATC4 ATC Level 4 Code S01KA

CMATC4CD ATC Level 4 Description VISCOELASTIC SUBSTANCES
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TAUG = THERAPEUTIC AREA USER GUIDE
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EXAMPLE: DIARY DATA

à Source: Nutrition TAUG

Types of diary à high impact on SDTM mapping

- “Subject recall”: e.g. over 3 days prior to the visit

- “End of the day”: subject completes diary card at the end of each day

- “Each episode” : subject completes diary card at each episode
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DIARY DATA: SUBJECT RECALL
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CDASH AND SDTM ANNOTATIONS

FA

LB
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ASSIGNED VALUES
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NON-STANDARD VARIABLES (NSV)
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DATASETS WITH NON-STANDARD VARIABLES

Non-Standard Variables 
--> in SUPP--
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CONCLUSION

• CDASH: not only for collection

• TAUG: not only for the Therapeutic Area

• Hope for the future: smart usage of CDISC Library
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Sandra Latorre
Data Integration Specialist

sandra.latorre@businessdecision.be


