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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.

3

• The author(s) have no real or apparent conflicts of interest to report.
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ADaM Dataset Class/Subclass Overview



ADaM Dataset Classes and Subclasses

• Subject-Level Analysis Dataset (ADSL)

• Basic Data Structure (BDS)
• Time-to-Event (TTE)

• Non-Compartmental Analysis (NCA)

• Population PK (PPK)

• Occurrences Data Structure  (OCCDS)
• Adverse Events

• ADaM Other
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Subject-Level Analysis Dataset (ADSL)

• 1 record per subject regardless of study design

• Only required ADaM dataset

• Contains important subject-level information:
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Population 

Flags

Treatment 

Groups

Demographic 

Variables

Baseline 

Values

Stratification 

Variables

Important 

Dates

Subgroups



Basic Data Structure (BDS)

• 1 record per subject, per parameter, per analysis timepoint (optional)

• “Vertical” instead of “horizontal”

• Most commonly used ADaM dataset class

• Supports a wide variety of analyses
• Univariate summary statistics of values by timepoint

• Repeated measures

• Logistic regression

• Provides datapoint traceability
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Time-to-Event Subclass (TTE)

• Specific version of a BDS

• 1 record per subject per parameter
• Rarely by analysis timepoint

• Supports survival analysis

• Analysis value = time to event or time to censoring

• Includes censoring indicator and reason
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Other BDS Subclasses

• Non-Compartmental Analysis (NCA)
• Used as input to software packages performing non-compartmental PK analyses on drug 

concentration data

• Population PK
• Used as input to software packages performing population PK analyses
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Occurrences Data Structure (OCCDS)

• 1 record per subject per term
• “Term” could be an event, a medication, or anything that is being counted

• Often 1 record in ADaM for each record in source SDTM domain

• Supports analyses counting occurrences

• No need for an analysis value
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Adverse Events Subclass

• Limited to adverse event records

• 1 record per subject per event
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Name That ADaM Dataset Class!



Format

• TFL shell will be displayed on the screen

• You will need to provide
1. Appropriate ADaM dataset class

2. Variables needed to produce the TFL

First person to name the most appropriate ADaM dataset class wins a 
prize!
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Table 1
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ADSL

SAFFL

TRT01PAGE

SEX

ETHNIC

RACE



Table 1
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ADSL

SAFFL

TRT01PAGE

SEX

ETHNIC

RACE



Table 2
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ADSL

SAFFL

TRT01P
HEIGHTBL

WEIGHTBL

BMIBL

TRTSDT



Table 2
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ADSL

SAFFL

TRT01P
HEIGHTBL

WEIGHTBL

BMIBL

TRTSDT



Table 3
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OCCDS – 

ADVERSE EVENTS

SAFFL

TRTA

TRTEMFL

AEBODSYS

AEDECOD

ASTDT TRTSDT TRTEDT



Table 3
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OCCDS – 

ADVERSE EVENTS

SAFFL

TRTA

TRTEMFL

AEBODSYS

AEDECOD

ASTDT TRTSDT TRTEDT



Table 3
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OCCDS – ADVERSE 

EVENTS

SAFFL

TRTA

TRTEMFL

AEBODSYS

AEDECOD

ASTDT TRTSDT TRTEDT

Occurrence 

Flags??



Table 4
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BDS

SAFFL
TRTA

PARAM

AVISIT

AVAL

CHG

AVISITN

PARAMN

PARAMCD

BASE

ABLFL

ADT

TRTSDT

ANL01FL



Table 4
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BDS

SAFFL
TRTA

PARAM

AVISIT

AVAL

CHG

AVISITN

PARAMN

PARAMCD

BASE

ANL01FL

ADT

TRTSDT

ABLFL



Table 6
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OCCDS

SAFFLTRTA

ATERM

ADT

TRTSDT



Table 6
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OCCDS

SAFFLTRTA

ATERM

ADT

TRTSDT



Summary



Conclusions

• Start with the TFL, and determine what dataset class can best produce the 
required analysis

• Identify variables displayed directly on the TFL

• Identify variables needed to derive those variables

• Identify variables helpful for providing traceability
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Contact Information

Nancy Brucken

IQVIA

nancy.brucken@iqvia.com
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Thank You!
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