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Introduction
Implementation of ADaM in 2017 – old standard replaced

Build an operational ADaM standard and submission ready

Data flow: A linear strategy
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CRF Data

External
Data

Mapping SDTM ADaM
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ADaM @ Lundbeck
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Standardised across the therapeutic areas

PROJECT A PROJECT B

PROJECT C

Company 
standard

ADaM 
Specification 

Template
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ADaM @ Lundbeck
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Create ADaM datasets with specific analysis results in mind
Create what is needed to produce desired results

BDS and vertical data structure are suited perfectly for standardisation. The 
data structure is the same but with different content

ADaM supports standardised reporting of clinical data for regulatory 
documents (CTR, ISS/ISE, IB, DSUR, PSUR etc.)

Standard governance
Template always the starting point
Maintained by Standards group
ADaM Specification is adapted to project/study with assistance from 
ADaM SME
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ADaM Specification relationship

Trial specific ADaM 
Specification 
(metadata)

Lundbeck 
ADaM 

Specification 
Template

ADaM IG 
v.1.1

Project 
standard

SAS 
programs

QC 
plan/doc.

Pinnacle21

Clinical trial 
protocol

SAP

SDTM 
datasets

SDTM 
metadata

TLF
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ADaM Specification
ADaM Specification in Excel

Initiated by the project programmer with input from statistician 
(endpoint/efficacy)

Core document for the programmer, statistician and validator

Reviewed by statistician

Apply to the fundamental principles of ADaM
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ADaM Specification
ADaM Specification

Lundbeck ADaM Specification Template
Project specific decisions
Study specific decisions

Data handling issues
Statisticians involved early regarding decisions of e.g.

Windowing
Periods/phases
Subgroup analysis
Analysis flags

Submission: ADRG & Define.XML
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Metadata
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Analysis dataset metadata:

Analysis variable metadata: Input to 

define.xml
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Metadata
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Parameter value-level metadata:

Analysis results metadata (ARM) …
Input to 

define.xml
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Lundbeck decisions: Exposure

11

ADEXSUM
BDS structure used for analysis
Contains SDTM.EC, SDTM.EX + derived variables

SDTM.EC

ADEXSUM+ Derived variables

SDTM.EX
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Lundbeck decisions: Reason for discontinuation
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Reason for discontinuation according to ADaMIG v.1.1: 

LUNDBECK - primary and secondary reason
Primary reason

PDCTREAS (Primary Reason for Disc. of Treatment)
Present in ADSL

Secondary reason:
ADDS (Disposition), where PARAMCD = “SECREAS” and PARCAT1 = 
“Withdrawal from treatment”
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Lundbeck decisions: Analysis Range variables
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Relationship between A1LO/A1LOC, A1HI/A1HIC and A1IND
Issue: Gender specific ranges within a parameter

First solution:

But 1-2-1 mapping is not fulfilled:
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Lundbeck decisions: Analysis Range variables
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Second solution:

Final solution:

PCSLOW/PCSHIGH only used for storing the information of what is required for a PCS criteria to be fulfilled 
for each parameter, but are not used in any output or analysis

A1LO, A1HI and A1IND are compliant and fulfil the requirements in ADaMIG v1.1
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ADaM data used in Clinical Report
Analysis variables from ADSL used directly in output:

ASEX

AETHNIC 

ARACE 
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ADaM data used in Clinical Report
Analysis variables from ADAM.ADAE used directly in AE output

ASEV

AREL  

ASER

ASEV, ASER, AREL are an analysis version of the SDTM variables not 
only used for imputation, but also where letter case can be altered
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Validation
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Validate ADaM datasets against SDTM

Double programming

Pinnacle21:
Validation Rules Repository (SDTM, ADaM, SEND etc.)
No replacement of validation, but a CDISC compliance check!
FDA uses Pinnacle21 on your data!
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Advice regarding ADaM
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Specify in “words” how the variable is derived
PARAMCD=cats(LBTESTCD,substr(LBSPEC,1,1),'F’);
“PARAMCD is derived as a concatenation of LB.LBTESTCD with the 
first letter of LB.LBSPEC…”

Always let analysis need drive the ADaM dataset structure 

Keep variables and rows that are 
Needed for analysis 
Helpful for traceability

Don’t try to put too much into each ADaM dataset 

No need to include all SDTM data in ADaM datasets
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Summary & Conclusion
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ADaM Specification:
A common ADaM Specification Template for trial reporting across all therapeutic areas
Core document with many purposes
Submission ready

Advice
Let analysis results drive the definition of ADaM
Do not try to force data into a structure where it is too cumbersome to use or makes little sense
Follow ADaM fundamental principles and the naming conventions
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Questions?


