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Industry Standard Current vs Future

ADaM Specifications
Current Future
Excel Application Based
No Link between SDTM & ADaM Linked SDTM = ADaM
No Link to CDISC Library Connected to CDISC Library for:
« CDISC Standards * |G from Library
« CDISC Controlled Terminology  CTs from Library
No Validation between Specification and Verification between Final ADaM Datasets
Final ADaM Datasets and Specification
Define created from Specifications Define_and S_pecification structure
Copy and Paste to include variables maintained simultaneously

Question based approach to including ADaM
Variables =|QVIA



ASG Overview

ADaM

Verify .
Dataset e Define. XML

SDTM Spec Spec
Analysis Creation Maintenance

Creation

. . Spec ADaM Dataset .
SDTM Analysis Spec Creation Maintenance Creation Verify Process Define. XML
SAS + ASG ASG SAS + ASG
ASG SAS
( ) (Generators ) 'Spec Updates ( ) ( ) ( )
« ADSL * Modify Variables . Defi
— Eval_SDTM.SAS —1 . BDS & VLM —1 - Add ADaM Variables — asg_convert — Verify.sas — [?elr::nodn
- ODS » Add Custom
Variables
| J | J | J | J | J | J
4 \ fC|one \ 4 N\ 4 \ 4 \ 4 \
. ) . ADaM Macro
|| Eval_SDTM.xlsx || From Library | Codelist \ VLM | Initiative In || Verify.xlsx | single Click
pdates Progress
| J | J | J | J | J | J
4 \ 4 N\ 4 \
Automated Automated Spec
|| Updates to SDTM || hﬁ:é%?;::?:n || Updates to
Variable Hist Match Final
Attributes Istory ADaM Datasets
| J | J | J

ADaM Spec Generator =|QVIA




ASG
What Changes are found in ADaM Versions

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 1G 1.0

ADaM 1.2 being implemented in ASG 2.0

e 1.1
Labels

« 1.0
Labels

=IQVIA



Manually
Creating Specs
in Excel
Template

ADaM Generator Tool @iqvia

OASG 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

=IQVIA



Question Based Approach to Creating ADaM Datasets

4 i i 1 Make 5 Next 7 1 Make

o . Selection
Unsatisfied Selection
4 2 Run to
Satisfied Evaluate

2 Run to

i Evaluate

3 Review

! 3 Review/



Retamned from SDTM_DM
ARNM
ACTARM

Example of Question Based approach to
include Treatment Variables




Treatment variables and Dates Diagram

Retained from SDTM.DM
RM
ACTARM

Default for to be included regardless of # of Periods

Planned Vs Actual

Date Only

=Yes

Planned and
Actual

TRTSDTF

Bate anid TRTEDTF

Time =Yes

TRTSDT
TRTEDT

Time

IRISTM Imputation =
TRTETM = - TRTSTMF

Yes
TRTETMF

I
A Datevom" TRXxSDT b
1 es + = xoc
T Period Dates BaED et
]
] Date and
] Time =Yes TRXXSDT
TRXXEDT
: 2 Time
] Imputation =
' Yes
- > TRXXSTMF
TRXXSDTM TRXETMF

TRXXEDTM

Date
Period Specific Dates Im putati
Needed Yes

=Yes

Date and
Time =Ye

APXxxSDT
APxxEDT Srme
y Value for Each Imputation =

Period 0-9

Pooled Periods

APXxSTM Yes

Date
Sub Period Dates Date Only ProSWSDT Im putation =

= Ves =Yes SEsAEs Yes PxxSwWSDF
PxxSwWEDF

Pooled Sequence

Time
Im putation =

Date and :
ves

Time =Yes
okl PXxSWSTF

PXxSWETF

Date
Imputation =

Phase Dates

a Iy
= Yes DateOn PHwSDT
=Yes Yes PHwWSDTF

PHWEDT
PHWEDTF

Time
Im putation =

PHWSTM Yes

PHwWETM PHWSTMF

PHWSDTM PHwWETMF

PHWEDTM

Date and
Time =Yes




ASG 1.0 ADSL Treatment DeS|gn Screens

ASGSupport_TabTraining2021 - ADSL - Treatment Variables

Does the Study Have Multiple Periods?

Could the Planned and Actual Treatment
Given Differ?

Could the study Require Grouping within
the Treatment Period.

Sequence of Treatments Needed

Info: This Selection will impact Both Design of ADSL and
- BDS Files.

The amount of PERIODS represents the XX placeholder.

Info: If No is Specified, only Planned Treatment variables will be added
none of the Actual Treatment Variables will be created.

No

No

J Info: Pooled Treatment Periods

ADSL Dose Variables

m_)

Are Dosing Variables Needed?

Preview Listbox:
. Rule Label B
P Description of Planned Arm
P Planned Arm Code
P&A Description of Actual Arm
P&A ACTARMCD Actual Arm Code
P1 TRTo1P Planned Treatment for Period o1 Progress:
P1 TRTo1PN Planned Treatment for Period o1 (N) &
P1P&A TRTo1A Actual Treatment for Period o1 Review variables in preview listbox and
P1P&A TRTo1AN Actual Treatment for Period o1 (N) click '‘Next'to continue.
P2 TRTo2P Planned Treatment for Period o2
P2 TRTo2PN Planned Treatment for Period o2 (N)
P2P&A TRTo2A Actual Treatment for Period o2
P2P&A TRTo2AN Actual Treatment for Period o2 (N)

ASGSupport_TabTraining2021 - ADSL - Trial Dates

= [m] X

b Exit )

Click SDTM Analysis for Summary of
SDTM Date/Time variables

SDTM Analysis

ADSL-T

al Dates Step 4 of 9
Study Treatment Periods 2

The following Questions refer to Variable/s Used for Creation of Treatment Start and End Date

Are both Date and Time - Info: Data from SDTM DTC Analysis should be

availible or only Date? ’ Dateé aid Tane _'J referenced for SDTM Date variable contents.

Is Imputation needed and No Imputation Needed Info: Partial Dates

what level? Y

Cou_ld the Study require No Info: Creates variables containing the start and end date of each period

Period Specific Dates that v|  APxxSDT/APxxSDTM/APxxEDT/APxxEDTM should only be created if Period windows

differ from the Treatment are not the same as TRxxSDT/TRxxEDT Treatment windows.

Period Dates.

SGSupport_TabTraining2021 - ADSL - Subperiod and Phase Variables = a X
ADSL - Subperiod and Phase Variables Step 5 of 9 EEw

Click SDTM Analysis for Summmary of
SDTM Date/Time variables

SDTM Analysis

Study Treatment Periods =

The following Questions refer to Subperiod, and Phase Timing Variables

Are Subperiods Needed for Analysis? These are indi dwithawinthe IG?

Yes, 1w Level :|

Is Phase subgrouping Needed for Analysis? These are i dwithaw No o
in the IG, and are not by Period?
Do you Need Timing Variables for - . G
Sulﬁ’erio ds and/or s}]’hase Analg o Yes Jl Are Date and Time available or only Date? | Date and Time ;|
Is Imputation needed and what level? No Imputation Needed ;|
Preview Listbox:
Rule Variable Label s
P1W1 Po1S1 Description of Period o1 Subperiod 1 Rrogress:
P1W1_D Po1S1SDT Period o1 Subperiod 1 Start Date Review variables in preview listbox and click 'Next'to
PiW1_D Po1S1EDT Period o1 Subperiod 1 End Date continue.
PiW1_D_T Po1S1STM Period o1 Subperiod 1 Start Time
PiW1 DT Po1S1SDM Period o1 Subperiod 1 Start Datetime
PiW1 DT Po1S1ETM Period o1 Subperiod 1 End Time
PiW1_D_T Po1S1EDM Period o1 Subperiod 1 End Datetime
P2W1 Po2S1 Description of Period o2 Subperiod 1
P2Wi_D Po2S1SDT Period o2 Subperiod 1 Start Date
P2Wi_D Po2S1EDT Period o2 Subperiod 1 End Date
PoW1_D_T Po2S1STM Period o2 Subperiod 1 Start Time LI

=IQVIA



IQVIA™ Blos Innovation Sulte Home Deliveries Ad Developer Sea

ADaM Delivery Standards Create Datasets Modifications Add Variables Define.xml

Treatment, Treatment Timing, Subperlod & Phase Varlables

Treatment Variables

Number of Pariods (Pariod XX valua) *

3 -

Actual Treatments

Include Treatment Timing

Date Date Imputation
Time [ Time imputation

Include Period Timing (if the study requires perlod specific dates that differ from the treatment perlod date)

Date Date Imputation Web Based
Time [ Time imputation VerS|On Of ASG
Treatment Design

Phase Selection

Study Grouping - Pooled Periods A

Study Grouping - Subperiods A Study Grouping - Treatment Sequence Variables A
masiod Dofaul Sequence Variables Needed
Pooled Perlods Default Value * - Set Value 2 v Set Value Pocled Sequance Noodad *
3 -

Period Pooled Perlods Period Subperiod

Period 1 (4] - Period 1 2 -

Period 2 (] v Period 2 1 v

Period 3 0 v Period 3 0 >

IQVIA



SDTM
Evaluation

‘ Date Only or Date and
Time / Level of
imputation :

Metadata \ Data
Driven CT Matched

with NCICT

Variable Mapping for ADaM
Variables.

Some Variables will be Carried
Forward from SDTM - 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.

=IQVIA
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\
SDTM AnalySiS ‘ Assign SDTM Dataset as ADaM Dataset Input

EvalSDTM.sas creates
EvalSDTM.xlIsx

Tab for SDTM Dataset Summary

‘ Select SDTM Variables to keep in ADaM dataset
\

Assist with making ADaM Decisions — ADaM Variables to
include

Tabs for DTC Analysis

Refresh SDTM Variable Attributes to Match Latest SDTM
data Transfer

1 Tab for Each SDTM Domain with CT
Information

\
‘ Select SDTM Data Driven Variable Codelists
I

[

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

‘ Ensure SDTM Variables still available in new Transfer

1 Tab with VLM SDTM Information for All
Domains

Used to create Auto Values for VLM assigned tests

2 Tabs with Combined CT’s for All Domains




ADaM SPEC GENerator (o] @ (=

ADaM Spec Generator

Start New Study: - .
To start an ADSL Specification for Study. = AvEItars Sta rt P rOJ e Ct

S e | e Ct O r Continue with an Exiting Study: ¢ Continue with an Existing Study
. Only Select if you have already Started or
E n te r C | | e nt Completed creating ADSL using this Tool.

Name

Please Provide the following information

Enter Project Code on

Sponsor TAB Training j ProjectID ‘ GBooo1 .
Indication rndioation. [ oo Network Drive
of Trial '
UserName | GustavBernard Your Name and Surname
D ou b | S C | i C k gic;tsigtistics Double Click Me to Browse. Select your Studies 'Biostatistics’ Folder (Full UNC Path)
and Browse
to your Blepange Launch Project

Studies

Excel will not be available during the use of the ADaM Spec Generator. If running from Deskiop use SAS Grid
Enviroment to Open Excel Documents. Desktop or SAS servers can be used to run the ADaM SPEC Generator.

Biostatistics
folder.

=|QVIA R



Initial Start Screen

User Name ﬂz‘

ADaM Spec Generator R =

l m p O rt Path to Eval_SDTM Excel file:
Eva | S DT M Xl SX ble Click Me to Browse to Folder where EVAL_SDTM.xlsx is Located|

Create Study
Create Study VBS Shortcut Specific ASG
Shortcut

ADSL Generator

Clone Generator

ADSL Generator to
start Spec Creation Clone Generator to Start

process. a New Version within a
Study or to Copy from
Another Study.

Plles Needed:

Select Define-XML Feature :I m

Eval_SDTM.sas Macro needs to be run on SDTM datasets Prior to starting if available.

Define-XML Features
P EvalSDTM.sas & ADRG




Indicates Dataset Name and

t st ithin th
ASG User Form (ADSL Generator) C“Zf;‘atfoippvr“;ce'g‘s, :

ADSL - Study Identifiers & Subject Demographics Step 1 of .

G O B ac k Core Variables Required to be included in ADSL:

Additional Variables To be Added Based on Questions:

Variable Label Rule Variable Label
to STUDYID Site Grouping Needed SITEGRy Pooled Site Group y
. USUBJID . \i Site Grouping Needed SITEGRyN Pooled Site Group y (N)
SUBJID Region Grouping Needed RECIONY eooraphic Ragion v
P revious SITEID LI St BOX Req Ul red Region Grouping Needed p v (N)
AGE c AgeGroup 1 1 1 7
Screen ACEU Variables ‘AgeCroup List Box with Optional ¥
SEX Race Grouping Needed 5 y
RACE Race Race Grouping Need 28 Va rla bles by (N)

Site Grouping Variables Needed:

Region Grouping Variables Needed: C om b (@) B oxes to is required if ageis callited

be changed to = ™~ 3 Check Boxes to be

Age Grouping Variables Needed: Yes, 1 Variable

InC|Uded Optlonal Additional SDTM Variables To Include in ADSL? Changed to
ing Vari N d: £ Variab 0 . . .
Race Grouping Variables Neede Va ria b | es ¥ BRTHDTC (Date of Birth) Ta Cl u d ed e ptl ona |
Preview Listbox: I~ COUNTRY Va ri 3 b | es
Core Study Site Identifier  ETHNIC
Progress:
1 1 Pooled Age Group 1 Review variables in preview listbox and C | i C k R un
P review LI St BOX POO{eg Age Group 1 (N) click 'Next'to continue.

Pooled Race Group 1 1
Pooled Race Group 1 (N) g to P review
Date/Time of Birth 4

Selection



Preview Populated

L Back ADSL - Study Identifiers & Subject Demographics Step 1 of 9 P Exit 39
Core Variables Required to be included in ADSL: Additional Variables To be Added Based on Questions:
Variable Label Rule Variable Label
STUDYID Study Identifier Site Grouping Needed SITEGRy Pooled Site Group y
USUBJID Unique Subject Identifier Site Grouping Needed SITEGRyN Pooled Site Group y (N)
SUBJID Subject Identifier for the Study Region Grouping Needed REGIONy Geographic Region y
SITEID Study Site Identifier Region Grouping Needed REGIONyN Geographic Region y (V)
AGE Age AgeGroup AGEGRy Pooled Age Group y
AGEU Age Units AgeGroup AGEGRyN Pooled Age Group y (N)
SEX Sex Race Grouping Needed RACEGRy Pooled Race Group y
RACE Race Race Grouping Needed RACEGRyN Pooled Race Group y (N)
0 2 ps Needed: No v
Preview List Box |

updated to show ples Needed: | No
variables to be —

c U s Needed: Yes, 1 Variable

included from section |

4

| Do you need AAGE? It isrequired if age is calculated | N,
differently than in SDTM. e

4

Additional SDTM Variables To Include in ADSL?

based on selections Rt ¥ BRTHDTC (Date of Birth)
- I~ COUNTRY
£ ilggID it;l;iy Site Identifier Al PErmie N eXt
Core AGEU Age Units
Core SEX Sex Progress:
Core RACE Race B U ttO ﬂ
AgeG1 AGEGR1 Pooieg Age Group 1 Review variables in preview listbox and B
AgeG1 AGEGR1N Pooled Age Group 1 (N) click '‘Next' to continue.
= T e e
ceG1 3 1 oole ce Group 1 :
BRTHDTC BRTHDTC Date/Time of Birth = available

=|QVIA



Update Screen

L Back

Select Variable to

Update - ADSL Study Identifiers & Subject Demographics

Predecessor
Predecessor
Predecessor
Predecessor
Predecessor
Predecessor
Predecessor
Predecessor

Study Identifiers & Subject Demographics/

gu
DM.STUDYID
DM.USUBJID
DM.SUBJID
DM.SITEID
DM.AGE
DM.AGEU
DM.SEX
DM.RACE

Select an option f...

(AGEU)
(SEX)
(RACE) =

Valid Origin for ADaM:

DOMAIN.VARIABLE
For Source: Predecessor or Assigned

When Origin set to DOMAIN.VARIABLE

No Comment or Derivation needed.

ADRG = Analysis Data Reviewers Guide.

Set to ADRG page number.

ADRG

Edit: STUDYID Study Identifier
5 USUBJID Unique Subject Identifier
*
I Suggested Edits ] SUBJID Subject Identifier for the Study
l ® Derivation | SITEID Study Site Identifier
AGE Age
| © Codelist || @ acEv Age Units
— ® SEX Sex
1 § CT & Derivation I ® RACE Race
Source | j Origin |
Type | | Display Format / |
Length
Codelist | | . View Codelists
Auto Populate |
Programming Select an option from the ListBox Above
Derivation
Define-XML
Comment
CDISC ADaM IG
Comment

Bropdown Box on the Top Bight can be used o Fdit Wariables from different seclions. bustom Wariables can also be selecled from there.

Update Screen will show after each section

IQVIA



Predecessor

L Back _J

Update - ADSL Study Identifiers & Subject Demographics

Study Identifiers & Subject Demographics

CDISC ADaM IG
Comment

Bropdown Box on the Top Bight can be used lo Fdit Wariables from different seclions. Gusiom Variables can also be selecled from there.

|

Predecessor Variable Metadata

Select Variableto | # Variable Label Source Origin Codelist Select an option f... A
Edit: STUDYID Study Identifier Predecessor DM.STUDYID
[ sSuggested Edits I USUBJID Unique Subject Identifier Predecessor DM.USUBJID
99 SUBJID Subject Identifier for the Study Predecessor ~ DM.SUBJID
| ® Derivation | SITEID Study Site Identifier Predecessor DM.SITEID
AGE Age Predecessor DM.AGE b
[ © Codelist I ©® AGEU Age Units Predecessor DM.AGEU (AGEU)
l 5= | © SEX Sex Predecessor DM.SEX (SEX)
§CT &Derivation | | @ RaCE Race Predecessor =~ DM.RACE (RACE) -
Source [ Predecessor ~] Origin | DML.AGE W vaiid origin for ADar:
DOMAIN.VARIABLE
For Source: Predecessor or Assigned
Type | Nuom | Display Format / | 8 |
Length
Codelist

When Origin set to DOMAIN.VARIABLE
No Comment or Derivation needed.

ADRG = Analysis Data Reviewers Guide.
Set to ADRG page number.

ADRG

DM.AGE. If analysis needs require a derived age that does not match DM.AGE, then AAGE must be added.

IQVIA



Derived

From this screen,
you can update the
following:

Source

Origin

Display
Format/Length
Codelist
Programming
Derivation
Define-XML Comment

Back 8 Update - ADSL Study Identifiers & Subject Demographics Study Identifiers & Subject Demographics
Select Variable to AGE Age Predecessor DM.AGE -
Edit: © AGEU Age Units Predecessor DM.AGEU (AGEU)
5 © SEX Sex Predecessor DM.SEX (SEX)

¥

SuggestedEdits | | o pace Race Predecessor ~ DM.RACE (RACE)
§  AGEGRz1 Pooled Age Group 1 Derived AGEGR Explain...

© AGEGRiIN Pooled Age Group 1 (N) Assigned AGEGRN See Codelist for G...
© Codelist § RACEGR: Pooled Race Group 1 Derived RACEGR Explain...
. © RACEGRiIN  Pooled Race Group 1 (N) Assigned RACEGRN See Codelist for G... .

§ CT & Dervation BRTHDTC ___ Date/Time of Birth Predecessor  DM.BRTHDTC v
Source l Derived j Origin | |
Type I Char l Display Format / | 20 |

Length
Codelist | AGEGR [l View Codelists [l Codelist Needs to be Created. " Edit/Create Codelist |
Auto Populate | When Origin set to D.OM'_:'&L\'. VARIABLE
No Comment or Derivation needed.
Programming Explain...
Derivation
Define-XML Pooled Age Group 1 ADRG = Analysis Data Reviewers Guide.
Comment Set to ADRG page number.
ADRG

CDISC ADaM IG Character description of a grouping or pooling of the subject’s age for analysis purposes. For example, AGEGR1 might
Comment have values of “<18”, “18-65", and “>65"; AGEGRz might have values of “Less than 35y old” and “At least 35 y old”.

Bropdown Box on the Top Bight can be used lo Fdit Variables from different scclions. Gustom Variables can also be selecled from there.

Derived Variable Metadata IQVIA
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ADaM Specification

TAB Training_GB00OL - ADaM SPEC Generator == <=
User Name m./'
ADaM Spec Generator CostaRemard 2
Link: ADaMIG1.1 ]
Path to Eval_SDTM Excel file:
\\quintiles.net\Enterprise\Apps\sasdata\StatOpB\CSV\ADaM Spec Generator\Config\Template|
1 SDTM Analysis
BD pnerato ODS Generator 0
e VLM Generator Clone Generator o
— ADaM Modifications
ADaM Name: | J Stlldy Information
Dataset Information
Refresh SDTM
View/Edit Variables Refresh ADSL Vars
Core ADSL Variables |
Add ADaM Variables Reselect\Add SDTM or
ADSL Variables ADaM Variable Order
View/Edit Codelists

Files Needed:
— Define-XML Features

1
£ ALY

EfC Run D " SDTM Datasets
EvalSDTM.sas & ADRG

Eval_SDTM.sas Macro needs to be run on SDTM datasets Prior to starting if available.

Select Define-XML Feature

» 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.

@ BDS Generator — To create
Basic Data Structure Datasets.

ODS Generator — To Create
Occurrence and ADaM Other
Data Structures.

®
@ VLM Generator to create VLM
®

Entries for BDS domains.

Clone Generator is specification
is cloned from the Library.

=[(QVIA



ADaM Specification — BDS \ ODS Initialize

B T E=|  For Both the BDS and ODS Generator the Specifications

e first Screen will ask the Dataset Name, Label will be auto

populated if a common ADaM Domain is specified.

Structure: Basic Data Structure j
Dataset Name: . “ustom Domain Names and ifi
ADEG j e A SDTM Input should also be_spe.cnfled here, usually each
A—— Ty P . ADaI\/I BDS an_d ODS domain will qnly have one SDTM
input, but multiple can be selected if needed.
Input Dataset(s)

Standard Name-Label Class . .
SDTM  DA- Drug Accountability ** Findings Custom Domain Names can be entered in the Dataset
SDTM DD - Death Details Findings
SDIM  EG-ECG Test Results ** Findings Name and Label Inputs.
SDTM FA - Findings About Events or Interventions ** Findings
SDTM FAAE - Findings About Adverse Events ** Findings
SDTM IE - Inclusion_Exclusion Criteria Not Met ** Findings
SDTM IS - Immunogenicity Specimen Assessments ** Findings
SDTM LB - Laboratory Test Results ** Findings
SDTM MI - Microscopic Findings ** Findings
SDTM PC - Pharmacokinetic Concentrations ** Findings
SDTM PE - Physical Examination ** Findings
SDTM QS - Questionnaire ** Findings
SDTM RP - Reproductive System Findings Findings
SDTM RS - Disease Response ** Findings
SDTM SC - Subject Characteristics ** Findings

AEEEEEEEEEEEEQEER

** SDTM Dataset has both Domain and SUPPxx Domain.

L Next =|(QVIA N




ADaM Specification — VLM Generator Tabs

Parameter Value Level Metadata @

Sel®DaM Domain: [T - @ m
VLM Template for Domain | Tests from SDTM Domain l

@ 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.

=|QVIA R



ADaM Specification

Value Level Metad.

| Select ADaM Domain:

ADEG

VLM Template for Domain |_ PARAMCDs for Domain |

SDTM Input Domains: All SDTM Domains: |:E|

EG <Missing> <Missing> HR Heart Rate BEATS/MIN
EG Missing> Missing INTP Interpretation Missing

EG issi Missing: PQPR PQ/PR Interval msec

EG Missing: QRS QRS Interval msec

EG Missi QT QT Interval msec

EG g QTCF QTcF - Fridericia's Correction Formula  msec

EG Missing: RHYTHM Rhythm Missing:
EG Missing: RR RR Duration msec

| |

— VLM Generator Add All from SDTM

S9jAdd All from SDTMZ
= Add All from SDTM"
ADaM Spec Generator @

Following PARAMCDs have been added to the study VLM.
PARAMCD = HR and, Variable = AVAL

PARAMCD = HR and, Variable = AVALC

PARAMCD = INTP and, Variable = AVALC

PARAMCD = INTP and, Variable = AVAL

: PARAMCD = PQPR and, Variable = AVAL

— SDTM Variables and Values

TESTCD [

_ EXIN Heart Rate CAT l <Missing>

‘ SCAT[ <Missing>

PARAMCD = PQPR and, Variable = AVALC

SPEC

" e oD [ Sivsing> |
STRESU | BEATS/MIN ORRESU | BEATS/MIN

PARAMCD = QRS and, Variable = AVAL
PARAMCD = QRS and, Variable = AVALC
PARAMCD = QT and, Variable = AVAL
PARAMCD = QT and, Variable = AVALC

PARAMCD = QTCF and, Variable = AVAL

— ADaM Variables and Values for PARAMCD
ARSI [ PARAN [ earnate GERTS ) Click Add All

PARAMN :I Modify Parameter Variables

Variable

from SDTM

AVAL v
] e L —

Codelist I

| View/Edit Codelists

PARAMCD = QTCF and, Variable = AVALC
PARAMCD = RHYTHM and, Variable = AVALC
PARAMCD = RHYTHM and, Variable = AVAL
PARAMCD = RR and, Variable = AVAL
PARAMCD = RR and, Variable = AVALC

CAda Al from SDTMY
(= Add PARAMCD
LUpdate PARAMCD

Next

Derivation| 'if Not Missing(EG.EGSTRESN) Then =EG.EGSTRESN when EGTESTCD="HR'

Comment | get to Not Missing(EG.EGSTRESN) when EGTESTCD = 'HR'

=|QVIA R



ADaM Specification

Update PARAMCD Information (=)
Select ADaM Domain: Ny el H PARAMCD

PARAMCD PARAM PARAMN

HR Heart Rate (EEATS/MIN) 1

INTP Interpretation 2

PQPR PQ/PR Interval (msec) 3

QRS QRS Interval (msec) 4

QT QT Interval (msec) 5

QTCF QTcF - Fridericia’s Correction Formula (msec) 6

8

PARAM and PARAMN Updates will be made to

All Entries for that PARAMCD in the VLM tab
Regardless of Target Variable.

. I

PARAM | Heart Rate (BEATS/MIN) |

el —

Create codelist for PARAMCD, PARAM and PARAMN
’/ Create PARAM CTs —‘

e

— VLM Generator — Modify Parameter Variables

ADaM Spec Generator (ASG)

@ Parameter CT's Created: PARAMCD, PARAM and PARAMN

=

OK

I QVIA R



ADaM Specification — Dataset Information

Dataset Information
ADaM Domain:

(=]
ADaMDatasetsl e -
ADaM Spec Generator [Gusav ermard

Select

Label: | ECG Analysis Dataset l Class: l Basic Data Structure

Sort: STUDYID,USUBJID,PARAMCD,PARAM,AVISITN ' fro m |_ | St Of
Variables
Structure: One record per subject per analysis parameter per analysis timepoint. fo u n d i n
—— Dataset -
[ [ change SO Input J the Domain

- Label, Structure,

ADaM Input, Filter
Criteria and Add

Filter:
Where Clause

Additional

e Documentation by
Editing Text Boxes.

Dataset.
ADSL can only be

Delete ADaM Dataset Refresh ADSL Vars Reselect\Add SDTM or

Recreated and not e
Deleted ™ Next 3

=|QVIA R



ADaM Specification View/Edit Variables
ADSL Dataset: Section: _l Variable: | userName | Bernard, Gustav LI

ADVS555
o ) 9 Select Dataset
ADAE DDSEQ Sequence Number \ ( Predecessor DD.DDSEQ STUDYID
ADMH DDTESTCD Death Detail Assessment Name Predecessor DD.DDTESTCD STCD) USUBJID
ADLB DDTEST Death Detail Assessment Name Predecessor DD.DDTEST (DDTEST) SUBJID -
DDORRES Result or Finding as Collected Predecessor DD.DDORRES
D1E DDSTRESC Character Result/Finding in Std Format Predecessor DD.DDSTRESC SHLESD S e | e Ct S e Ct I O n O r
ADPD ® ASEQ Analysis Sequence Number Derived Explain... SEX
ADCM ®  TRTP Planned Treatment Derived TRTP Explain... FASFL o
® TRTPN Planned Treatment (N) Assigned TRTPN Explain... SAFFL Va rl a b | e
® TRTA Actual Treatment Derived TRTA Explain... ITTFL
® TRTAN Actual Treatment (N) Assigned TRTAN Explain... DDSEQ .
ADT Analysis Date Derived Derive Numeric Dat...
' DDTESTCD
ADY Analysis Relative Day Derived ADT - TRTSDT + (AD... DDTEST S e | e Ct Va rl a b | e to
ATM Analysis Time Derived Derive Numeric Tim...
ADTM Analysis Datetime Derived Derive Numeric Dat... DDORRES .
® Derivation ® AVISIT Analysis Visit Derived AVISIT Explain... DOSINESC E d | t
T AVISITN Analysis Visit (N) Assigned AVISITN | EE
Codelist || ® ATPT Analysis Timepoint Assigned ATPT TRTP
§Both || ® ATPIN Analysis Timepoint (N) Assigned ATPTN TRTPN
] ® ATPTREF Analvsis Timepoint Reference Derived ATPTREF TRTA
PARAMN Parameter (N) Assigned ADPD.PARAMN %, TRTAN
ADT
. . Add Custom Var ADY
B orgn | | e Disley ormt/ [ |
. - gth Delete Multiple e
Codelist | ADPD.PARAMN | View Codelists W codetist Added Edit/Create Codelist" e
Delete Variable AVISITN
ATPT
Auto Populate | LI Variable Order e
Programming | See Codelist AIGIAEE
ee Codelist.
Derivation PARAUN
PARAM
PARAMCD
PARCAT1
PARCAT1N
AVAL
AVALC
Define-XML Parameter Number in order to more easily sort and present as required
Comment ADRG
CDISCADaM IG| & numerio repressnt?tiog of IQARAD.L Useful for ordering and programmatic manipulation. There must be a one-to-one Update var Across
Comment mapping to PARAM within a dataset.

L
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ADaM Specification — Add ADaM Variables

Add Additional ADaM Variable(s)

= 3 3
Select ADaM Domain: [ ADEG—z] UserName [ GustavBarmard ] Select ADaM Domain to Edit
Analysis Window Valid Relative Range Timing and Visit Variables WINDOW A D S L Te m p | a t e Wi | | b e | O a d e d i f A D S L

Analysis Window Target Timing and Visit Variables WINDOW

Analysis Window Diff from Target Timing and Visit Variables WINDOW
Analysis Window Beginning Timepoint Timing and Visit Variables WINDOW S e | e Cte d a n d B D S’ B D S TT E O r O D S

Analysis Window Ending Timepoint Timing and Visit Variables WINDOW

Analysis Window Unit Timing and Visit Variables WINDOW T | t . | | b | t d . f B D S B D S
Variable Induded in Domain el I Ip a e WI e Se eC e I 1
Baseline Value (C) Variable Induded in Domain . .
Baseline Category 1 Baseline and Change from Baseline Variables TT E O D S D m S | t d
Baseline Category 1 (N) Baseline and Change from Baseline Variables O r O a I n I S e e C e *
Baseline Category 2 Baseline and Change from Baseline Variables BASECAT2
Baseline Category 2 (N) Baseline and Change from Baseline Variables BASECA2N
Baseline Type Baseline and Change from Baseline Variables BASETYPE . . . .
Grane o e Vb i boman o Variables included in spec will be
Change from Baseline Category 1 Baseline and Change from Baseline Variables CHGCAT1
Change from Baseline Category 1 (N) Baseline and Change from Baseline Variables CHGCAIN h k d d h b h | b h d d
Change from Baseline Category 2 Baseline and Change from Baseline Variables CHGCAT2 C e C e a n I g I g te a n yo u WO n t
Change from Baseline Category 2 (N) Baseline and Change from Baseline Variables CHGCA2N
Percent Change from Baseline Variable Induded in Domain PCHG b b | t d | t t h
Percent Chg from Baseline Category 1 Baseline and Change from Baseline Variables PCHGCAT1 e a e O e S e e C e S e ©
Percent Chg from Baseline Category 1 (N) Baseline and Change from Baseline Variables PCHGCAIN
Percent Chg from Baseline Category 2 Baseline and Change from Baseline Variables PCHGCAT2
Percent Chg from Baseline Category 2 (N) Baseline and Change from Baseline Variables PCHGCA2N
ABLFL Baseline Record Flag Variable Induded in Domain ABLFL ADaM
Baseline Record Flag (N) Baseline and Change from Baseline Variables ABLFN ADaM S | t A V < b | f t h | A t t b
Analysis Reference Range Indicator Toxicity and Range Variables ANRIND 3 e e C n y a r I a e S ro I I I e I S O e
Baseline Reference Range Indicator Toxicity and Range Variables BNRIND
Analysis Toxicity Grade Toxicity and Range Variables TOX a d d e d
Analysis Toxicity Grade (N) Toxicity and Range Variables TOX_N °
Baseline Analysis Toxicity Grade Toxicity and Range Variables B_TOX LI
Add Variables :
Next =

to Add Selected Variable(s) to the Spec. =|QVIA




ADaM Specification — View Edit Codelists

Edit Study Codelists (m23m)

Select Codelist to Modify I(Y) j Se|ect Codelist

Select Code to Edit:

o R— Yo e Oniy Respomse any of these
fields
To Add a New Term Select an Empty Row and Add New Term
details below -
o

O,

Codelist l Yes Only Response
Label

f‘

Cod ~ Decod 1
ode Y ecode | Yes
| ) | O )
Order m Codelist Used for the Following Variables or VLM Tests:
(1) ADEG-ABLFL
— NCI Code - n (2) ADEG-ANLO1FL
3) ADEG-ONTRTFL . .
Codelist | C66742 \ 1 Term | C40488 1 8 ADEG-LVOTFL Va lla b | es usin g
selected Codelist.

=|QVIA



ADaM Specification — Refresh ADSL Vars

TAB Training_GB0001 - ADaM SPEC Generator (o] @[]
User Name m

ADaM Spec Generator Checks if all ADSL Variables

referenced in other domains is
.
Path to Eval_SDTM Excel file: present |n ADS L.

\\quintiles.net\Enterprise\Apps\sasdata\StatOpB\CSV\ADaM Spec Generator\Config\Template

SDTM Analysis e
BDS Generator 4 ODS Generator i

L Clone Generator
ADaM Modifications Can be used from here tO ether add

Nanie: - :
Dataset Information JGEE G I H R additional SDTM variables or select
L Refresh SDTM :
View/Edit Variables e Refresh ADSL Vars e any Non Core ADSL varlables to

Core ADSL Variables . .
Add ADaM Variables Reselect\Add SDTM or @ include in an S pec.
ADSL Variables ADaM Variable Order ]
View/Edit Codelists e

* Define XML Features . Files Needed: that will be Retained in Each of
| Select Define-XML Feature R Run SDTM Datasets the BDS and ODS Domains.

Eval_SDTM.sas Macro needs to be run on SDTM datasets Prior to starting if available.

(5 Update the in which variables will be presented in the spec. =|QVIA



ADaM Specification — ADSL Core Variables

TAB Training_GB0001 - Modify ADSL Core Variables =NEcR |

Update ADSL Core Variables S

Indicate Which Variables should be set to be Core Variables.
Variable carried forward in other Domains.

[0 Variable Label

USUBJID Unique Subject Identifier

[J SUBJID Subject Identifier for the Study

[ SITEID Study Site Identifier

O Ace sge Select

[0 AGEU Age Units

O SEX Sex . .

B race o variables to be retained
[0 AGEGR:1 Pooled Age Group 1 . .

[0 AGEGRiN Pooled Age Group 1 (N)

] i o e in all ADaM domains.
[0 AGEGR2N Pooled Age Group 2 (N) .

[0 AAGE Analysis Age

[0 BRTHDTC Date/Time of Birth Then ClICk Run to
FASFL Full Analysis Set Population Flag

process, and Update
ITTFL Intent-To-Treat Population Flag

[0 ARM Description of Planned Arm o

8 Ao S Core Variables to

[0 ACTARM Description of Actual Arm . | h

[0 ACTARMCD Actual Arm Code

TRTo1P Planned Treatment for Period o1 I m p ement C a nge'
TRTo1PN Planned Treatment for Period o1 (N)

Select ADSL Complete to complete ADSL m

Specification.
pdate Core Variables

=[QVIA R



ADaM Specification

Variable Order

Dataset or Section Variable Order Update

" Update Default BDS\ODS Section Order
" Update Dataset Variable Order within Each Section

¢ Update\Review Final Variable Order

Select ADaM Domain: ADEG j

Specify New Row Number for Variable

Sequence Number

ECG Test or Examination Short Name
ECG Test or Examination Name

Result or Finding in Original Units
Original Units

Character Result/Finding in Std Format
Numeric Result/Finding in Standard Units
Standard Units

Analysis Sequence Number

Planned Treatment

Planned Treatment (N)

Actual Treatment

Actual Treatment (N)

Analysis Start Date

Analysis Start Relative Day

Analysis End Date

Analysis End Relative Day

Analysis Start Time

% aazaa:swam\lc\mbwwh

NRERRNRERNBR
© N UL & W R =

ADSL Variable
ADSL Variable
ADSL Variable
ADSL Variable
ADSL Variable
ADSL Variable
ADSL Variable
ADSL Variable
ADSL Variable
ADSL Variable
ADSL Variable
SDTM Variables

SDTM Variables

SDTM Variables

SDTM Variables
Dataset Initialize
Record-level Variables
Record-level Variables
Record-level Variables

Timing and Visit Variables
Timing and Visit Variables

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.

IQVIA HEE



Verify Process
What's New

s VLM Verify

» 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.

mmmme Resizing Dataset

 This option will create a resized version of your ADaMs

Create XPT

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

=IQVIA
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Importing the Verify Output

| VLOG_ASG VLOG - ADaM SPEC Generator El@ 3 .
s B Exit ) Verify Specs vs Data (ASG_Verify.sas)
Click Run

ADaM Spec Generator s .

\\quintiles.net\enterprise\Organization\Biostatistics\Business Solutions\Solution Providers\General\ADaM\VBA\Dev\Config

\Template
SDTM Analysis
BDS Generator ODS Generator

VLM Generator Clone Generator
— ADaM Modifications

Dataset Information
View/Edit Variables Refresh ADSL Vars o = P—— T =
Core ADSL Variables ;’fj"‘i;:::nents | Data 6/27/201911:39 AM  File folder

Add ADaM Variables Reselect\Add SDTM or : T Specs 7/22/2019128PM  File folder
5 Ko Testing 7/30/201911:42 AM  File folder
ADSL Variables ADaM Variable Order | ) Pictures Validation 7/24/2019 402PM  File folder

— Define-XML Features
| VerifySpecsvsData (ASG_Verifysas) | ML

Path to Eval_SDTM Excel file:

Browse to the Location of the

Verify.xlsx and select the file:
ADaM Naxne:‘ J ki

@_ij[ . « Solution Providers » General » ADaM » VBA » Dev » Config » Template » VERIFY » v“—,” Search VERIFY p‘

Reﬁ'esh SDTM Organize v New folder =y 0 ®

. . . B videos ™ S i 5
View/Edit Codelists @ Look 7/19/20191:11 PM  Microsoft Excel W... 50 KB
— 37 Verify Look 7/19/2019347PM  Microsoft Excel W 50 KB
5 impl:;' e 87 Verify 7/22/2019136 PM__ Microsoft Excel W... 49KB
Files Needed: e D‘::A (;) 2 7] Verify_ 6/5/20193:28PM  Microsoft Excel W 65 KB
Define-XML Features - - : 87 VerifyLL 7/19/20193:32PM  Microsoft Excel W... 50 KB

&% DVD Drive (E) CT

m

59 CSV (\quintiles.r
59 SAS (\\quintiles.r

)
EvalSDTM.sas & ADRG &5 SASGRID (V)

| Select Define-XML Feature Ef Run |

‘1_SDTM.sas Macro needs to be run on SDTM datasets Prior to starting if available. € Network

From Define-XML Features Click OK to Continue

- [AiFiles -

sl [ ok |+ [ conce |
2
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Verify Process Auto Update Tab

Dataset Info I Dataset Updates ** I Variable Info I Variable Update Info ;I Variable Codelists l VLM Info I VLM Update Info I VLM Updates ** I VLM Codelists I

[0 DATASET VARIABLE nLABEL nTYPE nFORMAT nCodelist -
ADYC text
AEACN text
AEBODSYS text
AEDECOD text
AEDIS text
AEENDTC text

e Dataset, Variable

AEOUT text {ouT)
AEREL text AEREL d V L M
AESEQ integer a n

AESER text (NY)

= e can be used

AESOC text

i = to make automatic

AOCCO9FL text
updates the spec.
AOCC11FL text

AOCC12FL text
AOCC13FL text
AOCC14FL text
AOCC15FL text
AOCC16FL text
AREL text
ARELN integer
ASEV text

Click Run to update Specification to match ADaM variable attributes. | Click Run to Update Selected

=|QVIA



Verify Process

Implement

Review Verify Ugekis

Output (Dataset and
P Spec
Updates)

Use updated
Datasets and Specs
and Rerun ASG Verify
Program

Auto Update can be used to
update Specification.

Data Driven Codelist can be

created using the Verify
Process.

=|QVIA =



Hyperlinking
VARIABLE AND VLM LINKING

» Using the Manage Variable Level
and VLM Links Form.

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

e Click Run.

e The ADRG and External Document
Linking Form will show:

Define-XML Features

| Manage Variable Level and VLM Links

_Run_

ASGSupport_Linking - ADaM Spec Generator [ASG] ADRG and External Document Linking

ADRG and External Document Links:
PARANCD

| Dataset
ANLOTFL

ADAE
ADAE
ADAE
ADAE
ADAE
ADEG
ADQS
ADQS
ADQS
LULES
ADRS
LULES
LULES
LULES
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
ADRS
LUSTE

Variable

ONTRTFL
SNQO1CD
SNQO1SCN
TRTEMFL
AVALC
PARANTYP
AVAL
AVAL
ANLO2FL
AVISIT
CRIT4
PARAMN
SEX
TRTAN
AVAL
AVAL
AVAL
AVAL
AVAL
AVAL
AVAL
AL
AVAL
AVAL
AVAL
AVAL
AVAL
AVAL
AVAL
AVAL
AVAL
DCSREAS

INTP

BNSSAVO
BNSSBLU

PANSSTOT
PANSSPOS
PANSSNEG
PANSSGEN
PANPOS5F
PANNEG5F
PANDIS5F
PANHOS5F
PANANXSF
PANS7POS
PANS7DIS
PANS7NAA
PANS7NDE
PANSTHOS
PANSTANX
PANSTDEP
PANSTTOT

ADRG Page

add link
15
13
15
12
77
997
dd
dd
9999
777
66

“Additional D
ctcae

SHOW

SHOW

SHOW

"“Additional Document Page’
5

12

12

NN N

NRNRNRNRNRONRONROMRONROMNONNNNNNN LN

'
(o] o el

(" Add variable Level Link

" Add VLM Level Link

Add Additional Variable or VLM Links
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— Define-XML Features - :
VLOG_ASG VLOG - ADaM SPEC Generator o[-z

User Name m /

ADaM Spec Generator e :

| Create Define-XML 2.0 (xml file) Ll

From the Start Screen

Path to Eval_SDTM Excel file:

° Select Create Define_XML 2 0 (xml file) \\quinltiles.net\enterprise\Organization\Biostatistics\Business Solutions\Solution Providers\General\ADaM\VBA\Dev\Config
- \Template
.
* From the Define-XML Features =
|
° CIICk Run — ADaM Modifications
‘ Datet Information Apadt Name:l J
e e
Move Stylesheet from the Downloaded S
package folder to the ore ADSL Variables
Ificati ' IR il
Specification\ADaM folder prior to jiiablos ADaM Variable Order

opening the define.xml in Internet
. Define-XML Features
EXplorer. Flle Name: Create Define-XML 2.0 (xml file) El m,

a new define-xml at




define2asg
Process

Clone Level

" \Clone Complete Domain

Clone Generator

" Clone Complete Study

" Clone from Define.xlsx

" Clone from Define.xlIsx

Start Screen
will activate
Clone Screen

Select Clone

from Define.xIsx

oo C =
&) [ )« StnOpB » CSV » 8.8 Temp » & » » Speck » ADaM » < [ 2 |[ Search ADo =
Organze v New folder m—

# Documents Name =
i :‘:\:u . TabTraningOa2)_SpecGen.tat
B videor (BB AsGSuppont_ctmel [ASG)vos
compl_SpecGentit
1 Computer Q" ASGSepport, ctimp, 2020-10-16 14-S6.xdsx
G* ADaM (\\quintie Define-XML-ASGSuppeat_ctimp_2020-10-16 14-55.xmni
& Local Disk (C) Q" Define-XML-ASGSuppoet_ctimp_020-10-16 14-55.xksx
0 ASG VLM Expoet 2020-10-16 14-50-59.xbex
e :;:::ma 0 ASG VLM Export 2020-10-16 14-45- 8 sbsx
G CV (quingiess ] 053 ASCSpPOr.cBmp_2020-10-16 14-47.xkex
G A (\quintiess ] 0 ASCSwppon.cimp 2020-10-16 14-Sudex
@ B (quintiesnd ||| & a-Teminology_2020-10-16 14-32-10:dex
G# SASGRID (¥) 0 439 Terminclogy_2020-10-16 14-08-27 xbsx
(3] AsGSepport_ctimp (ASG)vbs
G Network ctimp, SpecGentat

Flepame TN

ADaM Datasets from Define.xlsx

List of Available ADaM Datasets
that is currently not included in
the Study will be shown.

0 ASGSwpport_asa_2020-10-15 17-33dsx

» Valid Define.xlsx Selected

=IQVIA
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Metadata Farm

/ Dataset Level Attributes

Q Variable Level Attributes

Create Data Driven IQVIA, Sponsor & Therapeutic Area Standards

[

Variable Level Values . Standard ADaM Datasets

« Standard Variables by Domain
e Custom ADaM Variables
» Standard Variable Values

Parameter Level Values * Parameter Analysis
« BDS Categorization

P

Consistency Statistics

=|QVIA



Tips and Tricks

Plan your Spec Creation

Go Through

Assign

Evaluate

Determine

Classify

Go Through SAP and Shells for the Study

Assign ODS datasets to the
same Resource to spec.

Assign ADSL to Resource most familiar to SAP and Shells ASSign Slmllar BDS datasets
to the same Resource

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

Determine Datasets as BDS or ODS

Classify BDS Datasets

* Input for Dataset
*Baseline Variables Needed
* Criteria or CTCAE Variables Needed

=IQVIA
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Tips and Tricks
Classify BDS ADaM Datasets

ADVL
ADPC
ADOXVN

ADLB ADORD

CTCAE |
Critx
Base
SDTM&ADaM

| ADOXVN|
|=ADORD |
| ADLB |
|[mADEG |

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

=IQVIA
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ADaM Generator Tool
ADaM Code Generator

« 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.

=IQVIA
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Parameter Process

TESTCD

TEST

STRESU

ORRESU

Findings

Domains

<

PARAMCD
PARAM

( A'Igorith;ﬁs

CAT

SCAT

LOC

SPEC
POS
METHOD

PARCAT1
8§ PARCAT2
PARCAT3

e
Evaluate (
SDTM S

PARCATIN
PARCAT2N
PARCAT3N

Parameters

By Findings
Domains

SDTM
Merging
Variables By
Domain

Parameter
Variables

=IQVIA
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Automation Processes
CRIT Process

Criteria
information
stored and
maintained

Specification

Production 3 )
Program QcC
Program

Specification

Process to Decrease the
amount of Files that Store
and Maintain Criteria
information.

CRIT Process

Production
Program Program

=IQVIA
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ADaM Generator Tool

» (Gustav.Bernard@iqgvia.com



mailto:Gustav.Bernard@iqvia.com

