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Purpose ﬁ

« Strict Analysis Data Model Implementation
Guideline (ADaMIG) specifying ADaM standard

* Need for a Programming solution

« Programmatically use the ADaM specification
document to shape the structure of the final
ADaM datasets
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Challenges *

» Assigning variable attributes
* |Implementing changes

* Maintaining standards

« Governing sequence of the variables
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Process overview diagram

ADaM dataset creation programs
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Subject level ADaM dataset specification

4.

4.1

Amnalysis Dataset Metadata

Analyvsis Dataset Specifications

ADSL - Subject Level Analysis Dataset

Dataset | Dataset Dataset Dataset Key Class Documment
Name Description | Location Stmctuare variables of ation
of Dataset | Dataset
ADEL Subject LA DEL Cine record per JSUTBRIID ADEL s4F
demographics subject randormised
Amnalvsis Variable NMetadata for ATYSL
Dataset | Variable Variable Label | Variable Display | Codelist/ Source’
Name Name Type Format | Controlled | Derivation
Terms
ADEL STUDYID Study Identifier Char kzo
ADEL SUUBRIID Subject Identifier Char 20
for the Study
ADIL TSTUTRIID TThigue Subject Char =0
Identifier
ADEL SCEEEMMNO | Screemng Mumhber Zhar 20
AEL FASFL Full Analysis Set Char F1 B L
Population Flag
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Mandatory variables section

3.5 Mandatory Variables

All datasets must mclude the followmge mandatory vanables:

Variable | Variable Label Variable | Display | Codelist/ Source/

Name Type Format | Controlled iD erivation

Termns

STUDYID | Study Identifier Char $20

SUBJID Subject Identifier for the Char $20
Study

JSUBJID Unigue Subject Identifier Char 30

SITEID Study Site Identifier Chat a0 |

COUNTREY | Country Char = 0

ARM Description of Planned Arm Char $200 |

ARMN Drezcription of Planned Arm Muwm |
(M)

ACTARM Actual Armm Char 200
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Utility 1 (Spec to Skeleton)

 Reads in the ADaM specification document

« Creates 2 types of datasets:

—> Analysis variable metadata for all domains
available in the specification

— > Empty SAS datasets (Skeletons) with same
structure as Final ADaM dataset for each
domain
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Analysis variable metadata dataset

® YIEWTABLE: ANALYSIS_YARIABLE_METADATA

DOMAIN | DATASET_LABEL| SORTVAR| LENGTH|VARMAM | LABEL | TYPE | FORMAT | MANDFL |VARNUM
1 [ADSL SUhiEEEt Level USUBJID  $20 STUDYID  Study Identifier  Char 320, iy 1
i Ainalyzis D atazet
2 |ADSL  Subject Level USUBJID 20 SURJD  Subject ldentifier Char 420 Y 2
. Ainalyzis D atazet fiar thie Shudy
3 |ADSL  Subject Level USUBJID  $30 USUBID Unique Subject  Char 430 Y 3
. Ainalyzis D atazet |dentifier
4 [ADSL  Subectlevel  USUBID  $30 SITEID  Study Site Char  $30. Yy 4
. Analysiz O ataset |dentifier
5 [ADSL  Subectlevel  USUBID 43 COUNTR  Cauntry Char  $3 Yy ]
. Analpsiz 0 ataset
6 (4DSL  Subectlevel  1JSUBID $200  ARM Descrptionof  Char  $2000 G
. Ainalpsiz 0ataset Flanned &
7 (&DSL Subectlevel  1JSUBID 8 ARMN - Descriptionaf — Num Y 7
i finalyzis D atazet Flanned A (M)
8 [ADSL SUhiEEEt Level USHBJID  $200 ACTARM  Achual A Char  $200. iy o
i finalzis D atazet
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Skeleton dataset ADSL

a File Edit View Tools Data Solutions ‘Window  Help

v [ =]
D
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=l E BN EEE o x 1218 E = e EE
Subject Uri . .

S budy | dertifier FigLE 5 budy Dezcription | Dezscrption of

| dentifier far the Subject Site Country| of Planned | Planned Arm
Study |dentifier | [dentifier A [M]

Libraris

File Shorl
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Skeleton dataset ADSL properties

=, SAS - [Standard.Adsl Properties]
E File Edit “iew Tools Solukions ‘Wwindow  Help

|~ =l|&|D e W % B
Explorer

O | X EE DR A @

Contents of "Stan
Find column name: |
Column Marne Twpe Length | Format | Label
A STUDYID Texk 20 %20, Study Identkifier
A SUE]ID Text 20  %=z0. Subject Identifier For the Study
A LISUBIID Texk 30 $30. Inique Subject Idenkifier
An SITEID Texk 30 £330, Skudy Sike Identifier
S COUNTRY Text 3 %3 aunkry
A AR Texk 200  fZz00. Descripkion of Planned Arm
W ARMM Mumber 3 Description of Planned Arm (M)
- A ACTARM Texkt 200 $200, Actual Arm
Skeleton U ACTARMM  Mumber 5 Actual Arm (M)
AaITTFL Texk 1 %1, Inktent-To-Treat Population Flag
An FASFL Texk 1 %1, Full analysis Set Population Flag
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Utility 2 (Skeleton to ADaM)

8
Utility 2 is called at the end of each ADaM dataset /]
creation program: o T fI\h
« Appends last Work.dataset created in the [

program to the ADaM skeleton dataset (created
by Ultility 1) for the specified domain

» Sorts the data according to sorting key available
in the Analysis variable metadata (created by
Utility 1)

» Creates an discrepancy report
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Calling Utility 2

* wyork.AD3L ;
proc sgl:
create table ADSL as
zelect a.%, case
when b,.COMPLFL = '' then 'H'
else b.COMFPLFL

end as COMPLFL, b.DIZCDT, h.REALZ, b.REAZZPE, h.REAICAT,
RFXSTDT as TRETADT formwat

frow ADSL as a left join DS OUT as b
oh a.U30BJID = b.USUEJID
order hy UITBJID

gquit:

EFXENDT)

as TETEDT format = dated.

*OTILITY 2
sUEiliky2iinds = WORE. AD3L,
adam outds = ADALM, AD3L);

proc datasets nolist:;
delete : d= out va/ mwemtype = DATL;

quit:
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Last Work.dataset

Tools Data Solutions  ‘indow  Help

NEWERReroX tif=RRERE®
5uhi¢pt
_THP_ _THP1_ WEIGHTEL | ITTFL| SITEID | AGEU | ASEx | ARACE | AETHHIC|  STUDYID Iu:flnepttg::r LSLBJID
Shudy
Mt
1 12N0W202  28JAN2013 B3 Y N3 YEARS Female Azan  Hipamc FERRG 1234 B131F181T  FEXGG<1234 B131F1E
| ar Lating
Mt
2| 120CT2012  OBJANZ013 435 Y §02  YEARS Female Aszian  Hizspanic FEMGGS 1234 B102F007  FEXGG<1234 B102F007
] ar Lating
Mt
3| 09W0V202  OFFEB2013 RO Y 103 YEARS Female Asian  Hispanic  FEMGG1Z34 B103F014  FEX::1234_3103F014
] ar Lating
Mt
4 | ZB0CT2012  15JANZ203 43.2°Y 3105 YE&RS Female Azan  Hizpamc FEXGGGK 1234 B10GF025  FEXGG<1234 B105F025
] ar Lating
Mot
R 28N0V2012 19FEB2013 473y 3124 YEARS Female Asian  Hispanic  FEMG1Z3 B3124F141  FEXSH:1234_3124F14

or Latihg
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Work.dataset properties

=, A5 - [ Work.Adsl Properties]

i=4d File Wiew Tools Solations  Window  Help

Contents af "W arl

-

=

O

Formaks

3

Sasnmacr

Analysis_wa. ..

B O s | % By =R B e | &

General I D etail= I ED'”""""IS] Indexes I | nkegrity I FPaszswords I

Find column name: I

Column Mame | Tvpe Lengkth | Format | Label
Tl _TMP_ Mumber g DATEZ.

Wl _TMPL_ Mumber g DATEZ.

I Murber =

WWEIGHTEL  Mumber =

B ITTFL Text 1

A SITEID Text 30

A AGEL Texk o

B ASER Texk &

B ARACE Text 50

A AETHMIC  Text 2z

B STUDYID Texk =0

A SUEIID Texk 20 Subject Identifier For the Skudy
A 1 1SUEIID Text S0
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Final ADSL dataset

Tools Daka  Solokions  Window  Help

NEMERARED X 12 EE=HRERHE&

Ii:Eltﬁ;::r Shudy Dezcrption | Descrption of etugl Achual | [ntent-To-Treat
Study |dentifier Unique Subject [dentifier | Site | Country| of Planned | Planned Arm &rm | Population
for the ” A
|dentifi Arm [M] [M] Flag

Study

1 [FE= 12534 BIDTFO0T  FEXAR1Z34_B10TFO0T 8101 PN TrtA 3 Titd 3

2 [FE=A 1234 BIDTFO0Z  FEXAART1Z34_BI0TFO02 8101 JPN Tt B 1 TritB 1%

3 [FERAA 1234 BIDTFO03  FEXAAA1Z34_BI0TFO03 8101 PN TrtA 3 Trtd 3

A [FE=AA 12534 BI0TFO04  FEX<AR1Z534_B10TFO04 8101 JPN - TrC 2T 2

5 [FE=AA 12534 BI0TFO05  FEXAAR1Z34_B10TFO02 8101 JPN - TrE 1 TritB 1%

B [FE=<A 1234 BIDTF4E7  FERSAA1234_B101F457 8101 JPN TrC 2Tt 2

7 [FE=A 12534 BI02F007  FEXAR1Z34_BI02F007 8102 JPN TrC 2T 2

8 [FE=A 12534 BI02F008  FEXAR12534_B102F008 8102 PN TrtA 3 Titd 3

9 [FERxxx 1234 BI0ZF009  FEAXAA1Z54_BT02F003 8102 JPM - TrtE 1 TritB 1%

10| FER 12534 BI02F010 FERAR1Z34_B102FM0 8102 JPN Tt B 1 TritB 1%
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Final ADSL properties

= 9AS - [Adam.Ads] Properties]
EEE File Wiew Tools Solakions ‘Window Help

J« *_Iljﬁ-léi':. o | X E R DR R &
Contents of ‘YAdar
Find colurmn name: |
Colurmn I"-.Iarne Tyvpe Length | Format | Label
thTLID*.*ID Texk 20 20, Skudy Identifier
A SUEIID Texk 0  $z0. Subject Identifier For Ehe Skudy
S LISUEIID Texk 30 30, nique Subject Identifier
Aa SITEID Texk 30 $30. Skudy Site Identifier
B COLMNTRY Text 3 %3 Counkry
S 0RM Texk 200 %200, Descripkion of Planned arm
s RN Murnber a Description of Planned Armn (M)
A A CTARM Texk 00  $z200, Ackual Arm
Yo ACTARMM - Mumber = ackual arm (M
A ITTFL Texk 1 %1, Inkenk-To-Treak Population Flag
An FASFL Texk 1 #%1. Full snalysis Sek Population Flag
A SAFFL Texk 1 %1, Safety Population Flag
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Discrepancy report

Utility 2 creates a HTML report if:

PHARMACEUTICALS
1. Error in structure

a) Miss-match in variable type

b) Length of the variable in the work dataset
exceeds that of the corresponding variable in
the skeleton

—> Output data will NOT be created
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Discrepancy report , continued €

Utility 2 creates a HTML report if:

2. Variables existing in the skeleton, but not in th
work dataset

— Can occur during development, but not
for the final data
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Discrepancy report

Output data adam.acdae not created due to the following critical errors in data structure

Skeleton Input data
standard.adae work.adae_m

Variable Type Length Type Length Structure Error

AESEV C 8 C 10 Length of variable in input data exceed that of the skeleton. Vanable content might be truncated. Please confirm and
the specification

Variable(s) listed below was not found in the input data work.adae_m.
Do add it/them to your input data, or remove it/them from the specification.

Skeleton
standard.adae

Variable Type Length

STUDYID C 20

USuBJD C 30
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When to run the Ultilities

« Ultility 1 is run only when there is a change in the
ADaM specification document

« Ulility 2 is run every time the ADaM dataset
creation program is run

N
on

&7
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Conclusion

* Programmatically using the ADaM specification
document

* No need to remember which variables to keep or
drop

« Ease of governing the sequence of variables

« Ease of maintaining the standards
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Conclusion, continued (e

* All the variables and their attributes are listed in
SAS dataset containing the Analysis variable
metadata

—)Easy to check for inconsistencies and make
necessary corrections

« Used by the sponsor for checking the structural
iInconsistencies in the ADaM datasets delivered
by the CRO
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Questions?

Thank you!



