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ADaM Agenda

What is ADaM IG 1.0

 Our Process

 ADSL Implementation

 Using ADSL for Tables

 Basic Data Structure (BDS) Implementation

 Using BDS for Tables

 Future
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What is ADaM and the Implementation Guide 1.0

 ADaM = Analysis Dataset Model

 Driving principle is that the design of analysis datasets/metadata provide 
clear communication of the purpose of the datasets

 ADaM supports the efficient creation and review of analysis datasets

 Builds on the nomenclature of SDTM

+ attributes

+ variables

+ data structures

For statistical analysis

 ADaM IG 1.0

 Describes two standard data structures:  the subject-level analysis dataset 
and the basic data structure

 ADSL (subject-level dataset) is one record per subject

 BDS (basic data structure) is one or more records per subject, per analysis 
parameter, per timepoint
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Our Process
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ADSL

 One record per subject

 Provides the variables that describe a subject

 Variables such as population flags, treatment variables, demographic 

information, sub-grouping, important dates, etc.

 Allows for simple combining with any other dataset (SDTM and/or 

analysis datasets)

 Required in a CDISC-based submission even if no other analysis 

datasets are submitted
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An Example RAW Dataset
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Variable Name Variable Label Type Codelist Core Traceability/ 

Derivation

STUDYID Study Identifier Char Required DM.STUDYID

USUBJID Unique Subject Identifier Char Required DM.USUBJID

SUBJID Subject Identifier for the Study Char Required DM.SUBJID

SITEID Study Site Identifier Char Required DM.SITEID

AGE Age Num Required DM.AGE

AGEU Age Units Char (AGEU) Required DM.AGEU

SEX Sex Char (SEX) Required DM.SEX

RACE Race Char (RACE) Required DM.RACE

ARM Description of Planned Arm Char Required DM.ARM

TRT01P Planned Treatment for Period 1 Char Required DM.ARM

Implementing ADSL

• We use the SDTM data to create a mapping document with the traceability/derivation information
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Using ADSL for Tables

Statistic Placebo Phenergan 12.5mg Phenergan 25mg

Age (years) n

mean

standard deviation

median

min

max

xx

xx.x

xx.xx

xx.x

xx

xx

Age Category

<65

65-75 

>75

n xx

Sex

Male

Female

n xx

xx

Race

White

Hispanic

Asian

n xx

xx

xx

Race Category

White

Non-White

n xx

xx
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Implementation

 During review of the table, we see the following variables will need to be 

added to ADSL:

 AGEGR1N – categorization of the age into ranges

 SEXGR1N – to order the sex in the output (Male, Female)

 RACEGR1N – to order the race in the output (White, Hispanic, Asian)

 RACEGR2N – to collapse races into White, Non-White groups
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Variable Name Variable Label Type Codelist Core Traceability/ 

Derivation

STUDYID Study Identifier Char Required DM.STUDYID

…

AGE Age Num Required DM.AGE

AGEU Age Units Char (AGEU) Required DM.AGEU

AGEGR1N Age Category - Numeric Num 1 = <65, 2 = 

65 – 74, 3 = >-

75

Permissible Derived:  agegr1n = 

(.<age<65)*1 + 

(65<=age<75)*2 + 

(age>=75)*3

SEX Sex Char (SEX) Required DM.SEX

SEXGR1N Sex Category Num 1 = MALE, 2 = 

FEMALE

Permissible Derived:  sexgr1n = 

(sex=‘M’)*1 + 

(sex=‘F’)*2

RACE Race Char (RACE) Required DM.RACE

RACEGR1N Race Category Num 1 = WHITE, 2 

= HISPANIC, 

3 = ASIAN

Permissible Derived:  racegr1n 

= (race='WHITE')*1 + 

(race='HISPANIC')*2 

+ (race='ASIAN')*3

RACEGR2N Race Category Pooled Num 1 = White, 2 = 

Non-White

Permissible Derived:  if 

RACE=‘WHITE’ then 

RACEGR2N=1; else 

RACEGR2N=2

ARM Description of Planned Arm Char Required DM.ARM

TRT01P Planned Treatment for Period 1 Char Required DM.ARM
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Table Program

 %*** Get stats for age;

proc sort data=adam.adsl out=adsl;

by usubjid;

proc summary data=adsl;

class trt01pn;

var age;

output out=stat1(where=(_type_=1)) n=n1 mean=mean1 std=std1 median=med1 min=min1 max=max1;

run;

proc transpose data=stat1 out=tran1 prefix=trt;

id trt01pn;

var n1 mean1 std1 med1 min1 max1;

run;
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Table Program (cont.)

 %*** Summarize age category;

proc summary data=adsl;

class trt01pn agegr1n;

var age;

output out=stat2(where=(_type_=3)) n=n2;

run;

proc sort data=stat2;

by agegr1n;

proc transpose data=stat2 out=tran2 prefix=trt;

by agegr1n;

id trt01pn;

var n2;

run;

...for sexgr1n, racegr1n, racegr2n
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BDS – Basic Data Structure

 Contains one or more records per subject, per analysis parameter, per 

analysis timepoint

 Analysis timepoint is conditionally required depending on the analysis

 Contains a central set of variables of data being analyzed

 Value being analyzed (e.g. AVAL)

 Description of the value being analyzed (e.g. PARAM)

 ADaM dataset structures do NOT have counterparts in SDTM (e.g. 

Findings Domain)

 A record in the BDS structure can represent an observed, derived or 

imputed value

 BDS is flexible in that additional rows and columns can be added to 

support the analysis and/or provide traceability

 Typically, there are multiple BDS datasets in a study.
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Example RAW Dataset
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Implementing BDS (Vital Sign Example)

Variable Name Variable Label Type Codelist Core Traceability/ 

Derivation

STUDYID Study Identifier Char Required VS.STUDYID

USUBJID Unique Subject Identifier Char Required VS.USUBJID

TRTP Planned Treatment Char Required ADSL.TRT01P

PARAM Parameter Char Required VS.VSTEST

PARAMCD Parameter Code Char Required VS.VSTESTCD

AVAL Analysis Value Num Required* VS.VSSTRESC

AVALC Analysis Value - Character Char Required* VS.VSSTRESN

•We use the SDTM data to create the mapping document traceability/derivation
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Using BDS for Tables

Vital Sign Visit Statistic Placebo Phenergan 12.5mg Phenergan 25mg

Systolic Blood Pressure 

(Supine)

Screening

Day 1

Day 8

Change from 

Baseline at 

Day 8

n

mean

standard deviation

median

min

max

(same stats)

xx

xx.x

xx.xx

xx.x

xx

xx

Diastolic Blood Pressure 

(Supine)

[Do Respiratory last same 

stats]

Screening

Day 1

Day 8

Change from 

Baseline at 

Day 8

n

mean

standard deviation

median

min

max

(same stats)

xx

xx.x

xx.xx

xx.x

xx

xx
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Implementation

 By review of the table, the following variables will need to be added to 

the BDS for Vital Signs:

 BASE – Baseline value (numeric)

 CHG – Change from baseline (numeric)

Variable Name Variable Label Type Codelist Core Traceability/ 

Derivation

STUDYID Study Identifier Char Required VS.STUDYID

USUBJID Unique Subject Identifier Char Required VS.USUBJID

TRTP Planned Treatment Char Required ADSL.TRT01P

PARAM Parameter Char Required VS.VSTEST

PARAMCD Parameter Code Char Required VS.VSTESTCD

AVAL Analysis Value Num Required* VS.VSSTRESC

AVALC Analysis Value - Character Char Required* VS.VSSTRESN

BASE Baseline Value Num Conditional Derived:  if 

visitn=2 then 

base=vsstresn

CHG Change from Baseline Num Permissible Derived:  aval -

base
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ADSL / Basic Data Structure – MORE!!

 There are a number of other variables described in the implementation 

guide for both the ADSL and BDS datasets

 Impossible to go over all metadata in 15 minutes…
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Future Developments

 A specification document for an ADAE dataset

 A document providing details of applying the BDS to time-to-event 

analysis

 A document providing details of applying the BDS for analyses such as 

analysis of covariance

 A document providing a detailed description of the ADaM metadata 

model and its implementation

 A document defining ADaM compliance

 A document addressing integration of multiple studies.
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