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ADaM Specifications
Industry Standard Current vs Future

Current
Excel
No Link between SDTM & ADaM
No Link to CDISC Library
• CDISC Standards
• CDISC Controlled Terminology
No Validation between Specification and 
Final ADaM Datasets
Define created from Specifications
Copy and Paste to include variables

Future
Application Based
Linked SDTM à ADaM
Connected to CDISC Library for:
• IG from Library
• CTs from Library
Verification between Final ADaM Datasets 
and Specification
Define and Specification structure 
maintained simultaneously
Question based approach to including ADaM 
Variables
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SDTM Analysis
SAS + ASG

Eval_SDTM.SAS

Eval_SDTM.xlsx

Automated 
Updates to SDTM 

Variable 
Attributes

Spec Creation
ASG

Generators
• ADSL
• BDS & VLM
• ODS

Clone
• From Library
• From Define

Spec 
Maintenance

ASG

Spec Updates
• Modify Variables
• Add ADaM Variables
• Add Custom 

Variables

Codelist \ VLM 
Updates

Automated 
Modification 

History

ADaM Dataset 
Creation 

SAS

asg_convert

ADaM Macro 
Initiative In 
Progress

Verify Process
SAS + ASG

Verify.sas

Verify.xlsx

Automated Spec 
Updates to 
Match Final 

ADaM Datasets

Define.XML

Define On 
Demand

Single Click

ASG Overview

ASG SDTM 
Analysis

Spec 
Creation

Spec 
Maintenance

ADaM 
Dataset 
Creation

Verify 
Process Define.XML
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ADaM 
1.2

• 1.2 
Labels

ADaM 
1.1

• 1.1 
Labels

ADaM 
1.0

• 1.0 
Labels

• New Variables Added
- Older Versions set to be able select variables from 

Newer Sections

• Variable Label Changes

• ADaM 1.0 Follows ADaM IG 1.1, and Labels can be set 
to expected Labels released with IG 1.0

• ADaM 1.2 being implemented in ASG 2.0

What Changes are found in ADaM Versions
ASG
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Manually 
Creating Specs 
in Excel 
Template

ASG 1.0 User 
Form Based 
VBA Application 
using Templates 
from CDISC 
Implementation 
Guides for 
Standards and 
Terminology

ASG 2.0 Web 
Based Java 
application 
directly getting 
CDISC 
Implementation 
Guides for 
Standards and 
Terminology 
form CDISC 
Library

ADaM Generator Tool @iqvia
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Question Based Approach to Creating ADaM Datasets

1 Make 
Selection

2 Run to 
Evaluate

3 Review

4 
Satisfied

5 Next1 Make 
Selection

2 Run to 
Evaluate3 Review

4 
Unsatisfied
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Example of Question Based approach to 
include Treatment Variables 
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Treatment variables and Dates Diagram
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ASG 1.0 ADSL Treatment Design Screens
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ASG 2.0 
Web Based 
Version of ASG 
Treatment Design
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Variable Mapping for ADaM 
Variables.

Some Variables will be Carried 
Forward from SDTM à ADaM

Some SDTM Variables will be 
evaluated for example all DTC 
variables will be evaluated to 
determine contents.

Data Driven Codelists will be 
created for a predetermined set of 
Variables.

Dependencies to other ADaM 
Datasets and Variables.
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SDTM Analysis

EvalSDTM.sas creates 
EvalSDTM.xlsx

Tab for SDTM Dataset Summary

Tabs for DTC Analysis

1 Tab for Each SDTM Domain with CT 
Information

1 Tab for Each SDTM Domain with Variable + 
Supplemental Variable Information

1 Tab with VLM SDTM Information for All 
Domains

2 Tabs with Combined CT’s for All Domains

Assign SDTM Dataset as ADaM Dataset Input

Select SDTM Variables to keep in ADaM dataset

Assist with making ADaM Decisions – ADaM Variables to 
include

Select SDTM Data Driven Variable Codelists

Refresh SDTM Variable Attributes to Match Latest SDTM 
data Transfer

Ensure SDTM Variables still available in new Transfer

Used to create Auto Values for VLM assigned tests
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Registering a New Project 

Select or 
Enter Client 

Name Enter Project Code on
Network Drive

Start New Project

Indication 
of Trial Your Name and Surname

Double Click 
and Browse 

to your 
Studies 

Biostatistics 
folder.

Launch Project

ADaM Spec Generator [ASG] Process
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Initial Start Screen

ADSL Generator to 
start Spec Creation 

process.
Clone Generator to Start 
a New Version within a 
Study or to Copy from 

Another Study.

Import 
Eval_SDTM.xlsx

Create Study 
Specific ASG 

Shortcut
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ASG User Form (ADSL Generator)
Indicates Dataset Name and 

current step within the 
creation process.

Go Back 
to 

Previous 
Screen

List Box Required 
Variables List Box with Optional 

Variables

Combo Boxes to 
be changed to 

included optional 
Variables

Check Boxes to be 
changed to 

included optional 
Variables

Preview List Box

Exit ASG

Click Run 
to Preview 
Selection



IQVIA Template (V2.1.0)

15

Preview Populated

Preview List Box 
updated to show 
variables to be 

included from section 
based on selections

Next 
Button 

Becomes 
available
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Update Screen

Update Screen will show after each section
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Predecessor

Predecessor Variable Metadata
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Derived

Derived Variable Metadata

From this screen, 
you can update the 
following:
Source
Origin
Display 
Format/Length
Codelist
Programming 
Derivation 
Define-XML Comment
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Initial ADaM Specification Creation – Start Screen

ADaM Spec Generator [ASG] Process

• After ADSL has been created 
additional functionality will be 
available from the Start Screen.

• During the Creation Process we will 
be using the following functionality.

1. BDS Generator – To create 
Basic Data Structure Datasets.

2. ODS Generator – To Create 
Occurrence and ADaM Other 
Data Structures.

3. VLM Generator to create VLM 
Entries for BDS domains.

4. Clone Generator is specification 
is cloned from the Library.

1 12

2
3

3

4

4
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Initial ADaM Specification Creation – BDS \ ODS Initialize

ADaM Spec Generator [ASG] Process

For Both the BDS and ODS Generator the Specifications 
first Screen will ask the Dataset Name, Label will be auto 
populated if a common ADaM Domain is specified.

SDTM Input should also be specified here, usually each 
ADaM BDS and ODS domain will only have one SDTM 
input, but multiple can be selected if needed.

Custom Domain Names can be entered in the Dataset 
Name and Label Inputs.
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Initial ADaM Specification Creation – VLM Generator Tabs

ADaM Spec Generator [ASG] Process

The VLM Template for Domain will show any preidentified common derived ADaM PARAMCD’s for a domain.

The SDTM Tests will show all the Unique Test Levels from the different findings SDTM Domains, a Unique test is a record 
with a Unique xxCAT, xxSCAT, xxTESTCD, xxTEST, xxSPEC, xxLOC, xxPOS, xxMETHOD, xxSTRESU and xxORRESU 
combination, and will take in consideration that only some of these will be available in most domains.

The PARAMCDs for Domain will show all Previously added PARAMCDs already added for Domain.

You can select a record from the VLM template or SDTM Tests and the VLM Metadata for PARAMCD will be populated, you 
can edit any of VLM Metadata and select “Add PARAMCD” to add to the VLM for the Study. PARAMCDs added to the 
Studies Parameter Value Level Metadata can be edited by selecting a PARAMCD from the List box, making the desired 
updates and then selecting “Update PARAMCD”.
“Delete PARAMCD” can be used to Delete a Previously added PARAMCD.

1

1

2 3

2

3
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Initial ADaM Specification Creation – VLM Generator Add All from SDTM

ADaM Spec Generator [ASG] Process

Click Add All 
from SDTM
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Initial ADaM Specification Creation – VLM Generator – Modify Parameter Variables

ADaM Spec Generator [ASG] Process

1

1

PARAM and PARAMN Updates will be made to 
All Entries for that PARAMCD in the VLM tab 

Regardless of Target Variable.
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ADaM Specification Maintenance – Dataset Information

ADaM Spec Generator [ASG] Process

Select Dataset

Delete or 
Rename Dataset. 
ADSL can only be 
Recreated and not 

Deleted

Select Sort 
from List of 
Variables 
found in 

the DomainUpdate Dataset 
Label, Structure, 

ADaM Input, Filter 
Criteria and Add 

Documentation by 
Editing Text Boxes.
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ADaM Specification Maintenance - View/Edit Variables 

ADaM Spec Generator [ASG] Process

1 Select Dataset12 2

Select Section or 
Variable

2
3

Select Variable to 
Edit

3
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ADaM Specification Maintenance – Add ADaM Variables

ADaM Spec Generator [ASG] Process

Select ADaM Domain to Edit

Select Any Variables from the list to be 
added.

ADSL Template will be loaded if ADSL 
Selected and BDS, BDS TTE or ODS 

Template will be selected if BDS, BDS 
TTE or ODS Domain is Selected.

Variables included in spec will be 
checked and highlighted and you wont 

be able to deselect these.

Click Add Variables to Add Selected Variable(s) to the Spec.
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ADaM Specification Maintenance – View Edit Codelists

ADaM Spec Generator [ASG] Process

Select Codelist

Variables using 
selected Codelist.

To Add a New Term Select an Empty Row and Add New Term 
details below

Remove Row1

11

1

1 1

Edit any of these 
fields

1
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ADaM Specification Maintenance – Refresh ADSL Vars

ADaM Spec Generator [ASG] Process

5

Refresh ADSL Variables:
Checks if all ADSL Variables 

referenced in other domains is 
present in ADSL.

5

6

Reselect\Add 
SDTM or ADSL Variables: 

Can be used from here to ether add 
additional SDTM variables or select 

any Non Core ADSL variables to 
include in an Spec.

6

7

Reselect Core ADSL Variables 
that will be Retained in Each of

the BDS and ODS Domains.

78

Update the order in which variables will be presented in the spec.8
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ADaM Specification Maintenance – ADSL Core Variables

ADaM Spec Generator [ASG] Process

Select Core ADSL 
variables to be retained 
in all ADaM domains. 

Then click Run to 
process, and Update 

Core Variables to 
implement change.
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ADaM Specification Maintenance

ADaM Spec Generator [ASG] Process

Options Available
1. Update Default ADLS \ BDS \ ODS 

Section Order
2. Update Dataset Variable order within 

Each Section
3. Update\Review Final Variable Order

Specify New Row Number for Variable 
can be used to speed up changing of 
variable order.

Variable Order that variables will be 
displayed in the spec and ADaM Dataset.
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• Will cross check and update PARCATs, PARAM, PARAMN against values found in ADaMs
• Will inform you if some parameters are missing from the VLM spec versus what is found in 

the ADaMs (normally we will expect all parameter to be included in the VLM)
• Will inform you if some parameters are in the VLM specs but not in the ADaMs, this is not 

necessarily an issue, but you might want to review those Parameters
• Allow you so sort the VLM by your preferred order.

VLM Verify 

• This option will create a resized version of your ADaMs

Resizing Dataset

• You will be able to convert ADaM sas dataset to xpt format within ASG Verify.

Create XPT

What's New
Verify Process
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Browse to the Location of the 
Verify.xlsx and select the file:

Click OK to Continue

Verify Specs vs Data (ASG_Verify.sas)
Click Run

From Define-XML Features

Importing the Verify Output
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Dataset, Variable 
and VLM Updates 

** tabs can be used 
to make automatic 
updates the spec.

Verify Process Auto Update Tab
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Implement 
updates 

(Dataset and 
Spec 

Updates)

Use updated 
Datasets and Specs 

and Rerun ASG Verify 
Program

Review Verify 
Output

Auto Update can be used to 
update Specification.

Data Driven Codelist can be 
created using the Verify 
Process.

Verify Process
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• Using the Manage Variable Level 
and VLM Links Form.

• From the Start Screen Select 
Manage Variable Level and VLM 
Links option from the Combobox.

• Note you might need to scroll down 
the selection list.

• Click Run.

• The ADRG and External Document 
Linking Form will show:

VARIABLE AND VLM LINKING
Hyperlinking
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• From the Start Screen

• Select Create Define-XML 2.0 (xml file)

• From the Define-XML Features

• Click Run

Create Define-XML

ADaM Spec Generator [ASG] Process

Move Stylesheet from the Downloaded 
package folder to the 

Specification\ADaM folder prior to 
opening the define.xml in Internet 

Explorer. File Name: define2-0-0.xsl

You can create a new define-xml at any 
time.
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Process
define2asg
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Metadata Farm

Dataset Level Attributes

Variable Level Attributes

Variable Level Values

Parameter Level Values

Consistency Statistics

Create Data Driven IQVIA, Sponsor & Therapeutic Area Standards
• Standard ADaM Datasets
• Standard Variables by Domain
• Custom ADaM Variables
• Standard Variable Values
• Parameter Analysis
• BDS Categorization
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Assign ODS datasets to the 
same Resource to spec.

Assign Similar BDS datasets 
to the same Resource

Plan your Spec Creation
Tips and Tricks

Go Through SAP and Shells for the StudyGo Through

Assign ADSL to Resource most familiar to SAP and ShellsAssign

Evaluate SAP and Shells to determine List of ADaM Domains needed for StudyEvaluate

Determine Datasets as BDS or ODSDetermine

Classify BDS Datasets
• Input for Dataset
• Baseline Variables Needed
• Criteria or CTCAE Variables Needed

Classify
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Inputs for Domain
a) Parameters Assigned from 

SDTM Only
b) Parameters Assigned from 

SDTM and New Derived Tests
c) New Derived Parameters 

Only

Baseline Variables Needed
a) Yes
b) No

Criteria or CTCAE Variables 
Needed

a) Yes
b) No

Classify BDS ADaM Datasets 
Tips and Tricks

CTCAE N N N N N
CritX N CritX N N N

Base Base N Base
SDTM&ADaM SDTM ADaM

ADVS 1
ADVL 1
ADTTE 1
ADPR 1
ADPE 1
ADPD 1
ADPC 1
ADOXVN 1
ADORD 1
ADLB 1
ADEG 1

0

0.5

1

1.5

2

2.5
3

3.5

4

ADEGADLB ADORD

ADOXVN

ADPC

ADPD

ADPE

ADPR ADTTE

ADVL

ADVS
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• ADaM Automation SAS Macros
- SDTM Input Macro
- Datetime Macro
- Assigned Variables Macro
- ASGconvert Macro

- Automated Flag Macro
- …

• ADaM Automation Processes
- Parameters Process

- CRITx Process
- CTCAE Process

Both New Processes and 
Macros needed to be 
introduced.

ADaM Code Generator
ADaM Generator Tool
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Parameter Process
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Process to Decrease the 
amount of Files that Store 
and Maintain Criteria 
information.

CRIT Process
Automation Processes
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