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DISCLAIMER
What you are about to see in the following 

slides is an interpretation of the fundamental 
principles of the ADaM model and IG. 

Some terminology may be harmful to a more 
sensitive audience, notably with regards to the 

use of “integration” vs “pooling”. 

http://www.cytel.com/
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ISS of 10 Studies

Several analysis 
“Cohorts”

2017, ADaM IG 1.1

Introduction

http://www.cytel.com/
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Introduction: Study design

[subject 1]

[subject 2]

http://www.cytel.com/
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Introduction: Subject 1

[cohort 1]

[cohort 2]

[cohort 3]

http://www.cytel.com/
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Introduction: ideally…

http://www.cytel.com/
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Treatment variables in 
ADSL?

All cohorts in one 
BDS/OCCDS?

TLFs “one proc away”?

Traceability

HOW TO STRUCTURE ADaMs?

http://www.cytel.com/
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HOW TO STRUCTURE ADaMs?

Current ADaM IG options
 TRxxPGy IG says “Planned pooled treatment y for period xx. Useful when 

planned treatments (TRTxxP) in the specified period xx are pooled together for 
analysis according to pooling algorithm y. …. Each value of TRTxxP is pooled 
within at most one value of TRxxPGy.“

 APHASE: PHxxSDT/EDT IG says “categorization of timing within a study”

 TRTxxP/APERIOD: APxxSDT/EDT IG says “record-level timing variable that 
represents the analysis period within the study associated with the record for 
analysis purposes.”

 Sub-period ASPER: PxxSwSDT/EDT IG says “sublevel within APERIOD to which 
the record belongs”

http://www.cytel.com/
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HOW TO STRUCTURE ADaMs?

TRxxAGy

CAN GROUP SAME 
TREATMENT WITH DIFFERENT 

DOSES BUT NOT FROM 
DIFFERENT  PERIODS

http://www.cytel.com/
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APHASEw

TRT 0.5 TRT 1.0

PERIOD 1 PERIOD 2

APHASE1 = TRT 0.5 + 1.0

GAP

COHORT 1

APHASE2 = TRT

COHORT 2

CAN’T HAVE MORE THAN
ONE APHASE SPANNING

THE SAME PERIODS

http://www.cytel.com/
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Sub Period

TRT 0.5 TRT 1.0

PERIOD 1 PERIOD 2

GAP

COHORT 3 – Need of Subperiod to get only STUDY 1

SUBPERIOD 1 SUBPERIOD 2

SUBPERIOD “Trt” /  
APERIOD “Trt 0.5 mg”

Label change NOT ALLOWED
from APERIOD TO SUBPERIOD

http://www.cytel.com/
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TRTxxP and APERIOD

TRT 0.5 TRT 1.0

APERIOD = 1 APERIOD = 2

APERIOD = 3

GAP

COHORT 1

APERIOD = 4

COHORT 2

APERIOD = 5

COHORT 3

http://www.cytel.com/


www.cytel.com © 2019 Cytel Inc. 15

ADSL STRUCTURE

http://www.cytel.com/
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HOW TO STRUCTURE ADaMs?

BDS/OCCDS Datasets
Use of a Baseline dataset structured as “one row per 

subject per cohort per treatment group/period”

All cohorts in one or split by cohort

http://www.cytel.com/
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HOW TO STRUCTURE ADaMs - TRACEABILITY

 STUDYID/ASTUDYID

http://www.cytel.com/
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REVIEWER’S GUIDE

http://www.cytel.com/
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FUTURE/NOT RELEASED GUIDELINES

IADSL
“one record per subject per pool”
or
“one record per subject per pool per 

subject identifier for the pool”.

http://www.cytel.com/
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FUTURE/NOT RELEASED GUIDELINES

IBDS/IOCCDS Structure

Similar structure 

Only pools needed from ADSL are copied

STUDYID variable can only contain a value 
present in IADSL.STUDIES

http://www.cytel.com/
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Conclusion

Many interpretations possible

Future IG  - anticipated !!

http://www.cytel.com/
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Contact the Authors

Magalie Gallet
Email: Magalie.Gallet@cytel.com

Laura Phelan
Email: Laura.Phelan@cytel.com

Web: www.Cytel.com

http://www.cytel.com/
mailto:markus.stoll@merckgroup.com
mailto:Laura.Phelan@cytel.com
http://www.cytel.com/
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Back-up Slides

Latest CDISC ADaM guidelines available used for 
this analysis:
ADaM Implementation Guideline v1.1
ADaM Structure for Occurrence Data (OCCDS) v1.0
ADaM Time-to-Event Analyses v1.0
Sponsor ADaM Guideline

Pinnacle conformance was run using Pinnacle 21 
Community version 2.2.0.

http://www.cytel.com/
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Back-up Slides

References:
 Analysis Data Model Implementation Guide – version 1.1 prepared by  

CDISC Analysis Data Model Team
 CDISC ADaM Occurrence Data Structure (OCCDS) (Version 1.0) 
 STUDY DATA TECHNICAL CONFORMANCE GUIDE - Technical Specifications 

Document – From U.S. Department of Health and Human Services Food 
and Drug Administration (Dated March 2018)

 ADAMINT-ADaMDataStructuresforIntegration-Compiled-180919-1017-730 
– Version 1.0 Draft (Dated February 2018)

Other discussed approaches:
 https://www.lexjansen.com/pharmasug/2018/BB/PharmaSUG-2018-

BB06.pdf
 https://www.pharmasug.org/proceedings/2019/AD/PharmaSUG-2019-AD-

299.pdf

http://www.cytel.com/
https://www.lexjansen.com/pharmasug/2018/BB/PharmaSUG-2018-BB06.pdf
https://www.pharmasug.org/proceedings/2019/AD/PharmaSUG-2019-AD-299.pdf
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Introduction: Subject 2

[cohort 1]

[cohort 2]

[cohort 3]

http://www.cytel.com/
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HOW TO STRUCTURE ADaMs - TRACEABILITY

Managing data from different sources:
AE, ZA, CE….  Axxx variables

Managing different dictionaries

http://www.cytel.com/
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