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Define.xml and Reviewer´s Guide Production

• Data package content
– SDTM datasets (XPT,SAS-files), Define.xml, SDRG
– ADaM datasets (XPT, SAS-files), Define.xml, ADRG
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Define.xml and Reviewer´s Guide Production

Day 1-28
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Define.xml and Reviewer´s Guide Production

Day 29-30
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Define.xml and Reviewer´s Guide Production



7

Define.xml and Reviewer´s Guide Production
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Define.xml and Reviewer´s Guide Production

Solution
– Produce and QC the define.xml content parallel to 

dataset production
– Set up a structure to collect information for the 

Reviewer´s Guide
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Postponing Resolving Issues
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Postponing Resolving Issues
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Postponing Resolving Issues

• Solution
– Separate data issues from programming issues
– Run compliance checks on every completed domain 

(i.e., Pinnacle 21)
– QC define.xml content together with the SDTM or 

ADaM dataset
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When to sign off what?
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When to sign off what?

Raw data

SDTM

ADaM

TFLs
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When to sign off what?

Solution

Raw data

SDTM

ADaM

TFLs

Step 1. Data 
checks

Step 2. Validation of SDTM package

Step 3. Validation of ADaM 
package
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What CDISC version?

CDISC compliant or 
FDA/PMDA compliant?
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What CDISC version?
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What CDISC version?

Variable label mismatches
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What CDISC version?

Missing TRTP in BDS datasets
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What CDISC version?
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What CDISC version?

Invalid data structure

ADaM 1.0: ADSL, BDS and ADaM OTHER

ADaM 1.1 also includes OCCDS
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What CDISC version?

Solution
– Understand your companies expectations
– Understand your client needs
– Make use of the newest implementation guides but 

keep your data package compliant with FDA and PMDA 
standard catalogues


