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• ADaM datasets and associated metadata must clearly and unambiguously communicate the content and source 

of the datasets supporting the statistical analyses performed in a clinical study. 

• ADaM datasets contain both source 

                                   

                                      and derived data

• It should be clear how the variables and observations were derived

• ADaM datasets and associated metadata must provide traceability to show the source or derivation of a value or 

a variable (i.e., the data's lineage or relationship between an element and its predecessor(s)). Traceability is built 
by clearly establishing the path between an element and its immediate predecessor.
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Documentation Available at CDISC
Fundamentals of the ADaM - Standard (ADaM IG V1.3)
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Described in Define as 
Predecessor data

Described in Define with 
algorithm
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Documentation Available at CDISC
ADSL, From ADaM IG V1.3 Section 2.3.1 
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A variable that is present in both ADSL and any other ADaM dataset must have the same values, type, and label.

although the ADSL contains subject-level variables, there is no requirement that every ADSL variable be present in other 
analysis datasets

any ADSL variable needed to enable analysis (e.g., statistical model covariates, population flags, subgrouping variables) 
should appear in the analysis dataset

Note that the FDA sdTCG requests that "core" subject-level variables be present in all analysis datasets.
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SECOND Example (B): Handling Subsequent Anticancer Therapy (SCT) Variables

Analysis ready datasets
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Third Example: Handling Relative Dose Intensity (RDI) And Related Variables
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Define.xml

Derivation/Comment Field

➢how the variable was derived

➢derivation was performed in a pre-ADSL dataset

➢source SDTM domains used (e.g., EX, QS, FA) 

➢ logic applied (e.g., imputation, aggregation) 

➢a reference to programming specifications or SAP if applicable

Dataset-Level Documentation 

at the ADSL dataset description, you may include a note like:

“Some variables in ADSL were derived using a pre-ADSL staging dataset that followed ADaM 

principles but did not include all required ADSL variables”

PAPER SI03 - PHUSE 2025

Documentation Best Practices 
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ADRG

Section: “Data Derivations and Traceability” 

This section should describe how key variables in ADSL were derived.

If a pre-ADSL dataset was used to stage complex derivations (e.g., treatment start dates, 

baseline scores, population flags), it should be explicitly mentioned here.

Section: “Analysis Dataset Overview” 

When describing the ADSL dataset, a note can be included that a pre-ADSL dataset was used 

in its construction. Mentioning the purpose of the pre-ADSL (e.g., staging derivations, 

imputations, or complex logic).

Section: “Programming Notes or Assumptions” 

If any assumptions or imputation rules were applied in pre-ADSL (e.g., handling partial dates), 

that were not documented clearly anywhere else, e.g. SAP then document them here. 

PAPER SI03 - PHUSE 2025

Documentation Best Practices 
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Comparison of Pre-ADSL approaches
First Example: Complex Calculations Composite Endpoint Consisting Of Multiple Event Types
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Approach Pros Cons

Final derivation in 
ADSL after other 
domains

- Improved traceability through 
modular derivations

- Requires careful management of 
interdependencies
- Changes to final derivation must be propagated 
backward
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Comparison of Pre-ADSL approaches
SECOND Example (A): Handling Subsequent Anticancer Therapy (SCT) Variables
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Approach Pros Cons

Macro applied in 
both ADSL and 
ADCM

- Efficient for simple derivations
- Avoids circular logic
- Core variables well documented in ADSL
- No additional specifications needed

- Requires consistency checks across domains 
with duplicated logic
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Comparison of Pre-ADSL approaches
SECOND Example (B): Handling Subsequent Anticancer Therapy (SCT) Variables
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Approach Pros Cons

Pre-ADSL used for 
staging simple logic

- Core variables documented once in pre-
ADSL
- Automatic inclusion of core variables 
downstream domains

- Additional documentation required for pre-
ADSL
- Limited benefit for simple derivations?
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Comparison of Pre-ADSL approaches
Third Example: Handling Relative Dose Intensity (RDI) And Related Variables
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Approach Pros Cons

Pre-ADSL used for 
staging complex 
logic, many 
variables

- Core variables derived once and reused
- Simplifies updates when logic changes
- Enhances traceability

- Requires careful documentation of pre-ADSL 
and other intermediate datasets.
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• Where should we draw the line? 

• Does introducing an intermediate dataset add unnecessary complexity? 

The decision depends on the complexity of the derivations and the difficulty of tracing 

them directly within ADSL. When derivations are intricate or span multiple domains, 

an intermediate dataset - often referred to as pre-ADSL - can be a valuable tool.
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Comparison of Pre-ADSL approaches
Balancing Clarity And Effort In Intermediate Dataset Use
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Thank You!

Questions?

Carla Santillan - Dubravka Georgijević 

Fortrea

PHUSE EU 2025
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Your comments and questions are valued and encouraged.  Contact the authors at:

Carla Santillan 

Fortrea Belgium SRL

Avenue du Bourget 50

Brussels 1130

Belgium

• carla.santillan@fortrea.com

Dubravka Georgijević 

Fortrea Netherlands BV 

Schipholweg, 111 2316 XC

Leiden, The Netherlands 

• dubravka.georgijevic@fortrea.com

mailto:carla.santillan@fortrea.com
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