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Paper Contents vs Presentation
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ADAE AEDICT  AE Dictionary Name
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ADAE AEENDTC End Date/Time of Adverse Event datec EGG01DA.
ADAE AEENDTN End Date/Time of Adverse Event datetime sasdatetime
ADAE AEENRF  End Relative to Reference Period
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(i STANDARD METADATA
Var Name De-id Mode

[VARLABE | Remove ]

Var Name De-id Mode VAR_DEF | Missing/Null

VAR_ABC VAR_PQR Mask

["VAR_XYZ Date offset |
VAR_AB1 | Age category

VAR RST none
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[ STUDY METADATA

Var Name  De-id Mode
VAR_ABC Remove
VAR_XYZ | Date offset
VAR 123

VAR_456
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¢ Var Name De-id Mode

AR A Removs

Var Name De-id Mode Standard (Y/N) | VAR_DEF | Missing/Null
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Original Data
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Example Input & Output

INV Investigatorname SUBIJID Age AESTDAT AEENDAT AEDECOD
308400C@CA Dr Smith 1001003 59 DIARRHOEA
308400C@CA Dr Smith 1001007 42 29FEB2013 DIARRHOEA
210083C@CA Dr Smith 1003001 97 DIARRHOEA
210083C@CA Dr Smith 1003004 62 08NOV2012 12NOV2012 DIARRHOEA
210083C@CA Dr Smith 1003007 56 15DEC2012 29DEC2012 ENTERITIS
210083C@CA Dr Jones 1003009 27 09JAN2013 10JAN2013 ABDOMINAL PAIN
210083C@CA Dr Jones 1003011 49 ERUCTATION
171837C@CA Dr Jones 1004005 92 04MAY2013 12MAY2013 DIARRHOEA

Translate Missing Translate Age Categorization Date Offset Date Offset

INV Investigatorname SUBIJID Age cat AESTDAT AEENDAT AEDECOD
nnnnnnX@17 nnnnnnl 59 DIARRHOEA
nnnnnnX@17 nnnnnn2 42 24N0V2345 DIARRHOEA
nnnnnnX@11 nnnnnn3 90 or older DIARRHOEA
nnnnnnX@11 nnnnnn4 62 06JUL2432 10JUL2432 DIARRHOEA
nnnnnnX@11 nnnnnn5 56 12AUG2208 26AUG2208 ENTERITIS
nnnnnnX@11 nnNNNn6 27 06SEP2543  07SEP2543 ABDOMINAL PAIN
nnnnnnX@11 nnnnnn7 49 ERUCTATION
nnnnnnX@XB nnnnnn8 90 or older O3DEC2382 11DEC2382 DIARRHOEA
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Conclusion

* Process and details of its components
e Continuous improvement
* Regulation

* Emerging landscape
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