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* Detail how to create an ADaM dataset: .

* How it is structu red ADSL Subject-Level Analysis Dataset One record per subject Analysis ADSL
ADSV  |Subject Visits Analysis Dataset One record per subject per analysis vsit Analysis OTHER
- ADSL / BDS / OCCDS ADVH  |Medical Hsstory Analysis Dataset One record per subject per medical history per date  |Analysis OCCDS
ADFA Findings Analysis Dataset One record per subject per parameter per analysis visil Analysis BDS
ADVS | Vital Signs Analysis Dataset One record per subject per parameter per analysis isi{ Analysis BDS
- Ot h er ADPE Physical Examination Analysis Dataset One record per subject per parameter per analysis visil Analysis BDS
ADAE  |Adwerse Events Analysis Dataset one record per subject per adverse event Analysis OCCDS

e How these variables are created

- Predecessor

- Derived ADSL [STUDYID |Study Identifier char 10 oM "\
ADSL USUBJID Unique Subject Identifier char 18 M /
ADSL SUBJID Subject Identifier for the Study char 7 DM

° What varia b | es you need ADSL |SITEID Study Site Identifier char 4 DM

ADSL ARM Description of Planned Arm char 10 ARM DM
ADSL ARMN Description of Planned Arm (N) num 8 ARMN ADSL.ARMN Vﬁerivem
ADSL ARMCD Planned Arm Code char 1 ARMCD
ADSL ACTARM Description of Actual Arm char 10 ARM DM
ADSL ACTARMN Description of Actual Arm (N) num 8 ARMN ADSL.ACTARMN Derived
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« ADaM Compliance Starts with ADaM Spécifications
* Follow the fundamental principles described in the ADaM model document

* Follow CDISC ADaM Implementation Guide ADaM-IGv 1.2

* Robust, clean, and CDISC compliant specifications:
e Constantly evolving throughout a study

e A lot of checks

How can we reduce development

* Timelines cost?
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* The list of optimisation techniquesdincludes but is not limited to:

Variables negded Save SDTM findings Follow BDS/OCCDS
for analysis structure
Not copying all
. PYIng Length of character Plan tasksin
variables from ADSL ,
variables advance

to other ADaMs

Log questions and
decisions
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1. Do not copy all variables from ADSL to’other ADaM datasets

* Why not?
* More risk of errors (quality)

e Avoid re-doing the work (time)
* How?
* Copy only relevant variables

* Keep the principle “Analysis-ready”

-

ADSL STDIIPER |Discontinue the Study <=3 weeks? [char 1 Y_BLANK ADSL.STDI1IPER erived
ADSL [STDI2PER |Discontinue the Study <=6 weeks? |char 1 Y_BLANK ADSL.STDI2PER erived
ADSL STDI3PER |Discontinue the Study <=9 weeks? [char 1 Y BLANK ADSL.STDI3PER erived
ADSL STDI4PER |Discontinue the Study <=12 weeks? [char 1 Y BLANK ADSL.STDI4PER erived
ADSL STDISPER  |Discontinue the Study <=15 weeks? [char 1 Y_BLANK ADSL.STDISPER erived
ADSL [STDIBPER |Discontinue the Study <=18 weeks? |char 1 Y BLANK ADSL.STDI6GPER erived
ADSL STDI7PER |Discontinue the Study <=21 weeks? [char 1 Y BLANK ADSL.STDI7PER erived
ADSL STDISBPER |Discontinue the Study <=24 weeks? [char 1 Y _BLANK ADSL.STDISPER erived
ADAE [STDI1IPER |Discontinue the Study <=3 weeks? |char 1 Y_BLANK ADSL )
ADAE [STDI2PER |Discontinue the Study <=6 weeks? |char 1 Y _BLANK ADSL
ADAE |STDIBPER |Discontinue the Study <=9 weeks? |char 1 Y BLANK ADSL
ADAE |STDI4PER |Discontinue the Study <=12 weeks? |char 1 Y BLANK ADSL
ADAE [STDISPER |Discontinue the Study <=15 weeks? |char 1 Y_BLANK ADSL
ADAE [STDIBPER |Discontinue the Study <=18 weeks? |char 1 Y BLANK ADSL
ADAE |STDI7TPER |Discontinue the Study <=21 weeks? |char 1 Y BLANK ADSL
ADAE |STDIBPER |Discontinue the Study <=24 weeks? |char 1 Y _BLANK ADSL )
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e Why?

ife: S

2. Follow BDS/OCCDS structure as much.as possible

e Reviewers are more familiar with BDS/OCCDS

* Follow Implementation Guide when designing

e Avoid explanation of the “Other” structure in the ADaM Reviewer’s Guide

Dataset Description

Structure

Purpose

Class

ADSL Subject-Level Analysis Dataset One record per subject Analysis ADSL
ADSV  |Subject Visits Analysis Dataset One record per subject per analysis visit Analysis LOTHE‘
ADVH  |Medical Hstory Analysis Dataset One record per subject per medical history per date | Analysis OCCDS
ADFA Findings Analysis Dataset One record per subject per parameter per analysis isi| Analysis BDS
ADVS | Vital Signs Analysis Dataset One record per subject per parameter per analysis isi| Analysis BDS
ADPE Physical Examination Analysis Dataset One record per subject per parameter per analysis Msi| Analysis BDS
ADAE |Adwerse BEvents Analysis Dataset one record per subject per adverse event Analysis OCCDS
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3. Setlength of characterlﬁlifﬁe.

* Why?

e Avoid truncation issues (quality)

* Do not review and fix at each release (time)

s-to maximumrwhen you start

/

-T - - - - T -
ADCM |STUDYID Study Identifier Char 200 ADCM [STUDYID Study Identifier Char 10
ADCM |USUBJID Unigue Subject Identifier Char 200 ADCM |USUBJID Unique Subject Identifier Char 18
ADCM |SUBJID Subject Identifier for the Study char 200 ADCM [SUBJID Subject Identifier for the Study char 7
ADCM |SITEID Study Site Identifier char 200 ADCM |[SITEID Study Site Identifier char 4
ADCM |CMTRT Reported Name of Drug, Med, or Ther|Char 200 ADCM |CMTRT Reported Name of Drug, Med, or ThernChar 120
ADCM |CMDECOD |Standardized Medication Name Char 200 ADCM |CMDECOD |Standardized Medication Name Char 76
ADCM [CMCAT Category for Medication Char 200 ADCM [CMCAT Category for Medication Char 39
Ongoing updates / ™~ Final release
(Y a’ ,
) A

=4 I

ADaM Study ADaM ADaM

Specifications Programming Datasets
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4. Plan tasksin advance

e Why?

Life’,

 To check what will be relevant

e To avoid developing heavy specifications

e How?

Prepare questions

Track changes

ADSL STUDYID Study Identifier char 10

ADSL USUBJID Unique Subject Identifier char 18

ADSL SUBJID Subject Identifier for the Study char 7

ADSL SITEID Study Site Identifier char 4

ADSL ITTFL Intent-To-Treat Population Flag char 1 YN ADSL.ITTFL
ADSL FASFL Full Analysis Set Population Flag char 1 YN ADSL.FASFL
ADSL SAFFL Safety Population Flag char 1 YN ADSL.SAFFL
ADSL PPROTFL Per-Protocol Population Flag char 1 YN ADSL.PPROTFL
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5. Log questions and decisions in aspecific document

Detailed descrintion Corrected Date Resolution and Action taken (includes mapping decisions Is the issue
P by? Corrected and date reported to the sponsor) resolved ?
Can we add reproductive information (use RP domain see p. 5 aCRF) AKH 11-Mar-21 (I haved added reproductive information to ADSL. Yes
Add ISO8601 to column J, where appropriate. Eg. For variables
RESTDTC and REENDTC AKH 11-Mar-21 |Done. Yes
Shouldn't we add the variables of aCRF p8-11 (cancer , ,
. . : : : AKH 11-Mar-21 |[They will be added in ADFA. Yes
staging/mutational diagnosis/... variables)? For example: STAGED, yw !
Following the SAP: In the demography listing, if a subject has more than
one race recorded, then all races selected will be listed for that subject. AKH 11-Mar-21 |1 have added RACEOTH to ADSL Yes
Should we also list RACEOTH (p4 aCRF). Please add to ADSL if '
needed for listing.
https:/mww.lexjansen.com/pharmasug/2018/SS/PharmaSUG-2018- Iwill check ifit is possible to make this "Predecessor "
SS15.pdf variables coming from QVAL, QNAM, will these be seen as AKH 11-Mar-21 tsp . No
: . when generating the define.
derived or copied?
Race has a fixed codelist, which doesn't include 'OTHER' and
MULTIPLE'. This might lead to some warning or error in p21, as we AKH 12-Mar-21 |To be checked when we generate the define. NoO

have 'OTHER' and '"MULTIPLE' as option in the codelist now. Let's
check this when we can generate define/p21.
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6. Save SDTM findings in a dedicat

ed file

Terminlogy. Please update.

Explanation will be reported in Reviewer Guide (RG)

YOUR LIFE SCIENCES DATA EXPERTS

. . Corrected Date Resolution and Action taken (includes mapping decisions and date reported to the| Is the issue
Detailed description
by? Corrected sponsor) resolved ?
Ithink RFENDTC and RFXENDTC should be in date/time format in order to be To keep as is. RFENDTC and RFXENDTC will contain the date of last dose with
consistent with RFESTDTC and RFXSTDTC. Could you please have a look onto AKH 16-Mar-21 |the treatment which is captured in the DA domain where not time is collected. Not Yes
this? that the RFXENDTC is also expected to be the same at the max EXENDTC.
. . ] . I don't know where the time part is coming from for this variable actually. Time part
Itlzlgls(eR;ZEL\l IIfD gﬁdlﬁser?z(:;t\gﬁ:;;:aits?;nﬁ dae?tda g flesuatCondou AKH 16-Mar-21 |should not be part of this variable. Also when EOS date is not completed yet No
B 9 ) RFPENDTC is left blank while latest visit date can be taken.
Ithink EXENDTC should be in date/time format in order to be consistent with AKH 16-Mar-21 To keep as is. EXENDTC will collect the date of last dose whichis retreived from Yes
EXSTDTC. Could you please have a look onto this? the DA domain. Only date and no time is collected.
Visitnum is not populated AKH 7-Jun-21 V_ISITNUM can _not be populated as information not collected in eCRF. The field oC oK
will stay empty in SDTM
There are queries on the EC form for both visits. They indicated to start the new . . . . . .
kit on the day of the visit before it was even assigned which is not possible. To PYO 7-Jun-21 f;lgf;gﬁtt;;sgzzélg check with DM if all queries posted in EDC. Do you have a QC OK
updates dates on DA form and update the kit number assigned on the EC form ’
. rval - ks Values OTHER and MULTIPLE added to cover the fact that investigator can tick
B R MULTIBEERare not part of CDISC Conrolled PYO 7-Jun-21 [several options in eCRF (in accordance with FDA CDASH recommendations). QC OK




mpLsIness & Decision

Life

7. Select only variables needed for

“analysis and traceability

Table 14.1.3.1.1. Demographic Characteristics |-

Intent-to-Treat Set

Drug A
(H=XXX)

Drug B
(N=KXX)

COwverall
[H=HXX)

-vT b - -
ADSL STUDYID Study Identifier char 10 M
ADSL USUBJID Unique Subject Identifier char 18 M
ADSL SUBJID Subject Identifier for the Study char 7 M
ADSL SITEID Study Site Identifier char 4 M
ADSI ARM Descrintion of Planned Arm char 10 ARM M
ADSL  [ITTFL [Intent-To-Treat Population Flag [char [1 [YN [ ADSL.ITTFL [Derived
ADSL FASFL Full Analysis Set Population Flag char 1 YN [ ADSL.FASFL [Derived
ADSL SAFFL Safety Population Flag char 1 YN ADSL.SAFFL erived
ADSL PPROTFL Per-Protocol Population Flag char 1 YN ADSL.PPROTFL erived
ADSL HEIGHTBL |Baseline Height (cm) num 8 ADSL.HEIGHTBL [Derived
ADSL  |WEIGHTBL |Baseline Weight (kg) num 8 ADSL.WEIGHTBL |Derived
ADSL BMIBL Baseline BMI (kg/m”2) num 8 ADSL.BMIBL Derived

Gender [n (%)]
HMale
Female

Rge at baseline (vears)
n
Mean (SD)
Median
Q1, Q3
Min, Max

Height (cm)
n

Mesn (SD)
Median
Q1, Q3
Min, Max

Weight (kg)

n
Mean (SD)
Median
Q1, Q3
Min, Max

HHH [(HH.XE)
HHH (®XH.XE)

HHX [(HX.X%)
EXX [(XX.X¥)

HEH
HX.X (XX.X
HH.H
HH.H, HH.X
HH.H, HH.X

XXX
XX.X [(XX.xX)
HH.X
HX.H, XX.H
HX.H, XX.H

HEX
HH.X [(HX.X)
HH.H
HH.H, HH.X
HH.H, HH.X

HHX [(HH.=X%)
HHX [HX.XT)

HEH
HH.X (HX.=H)
HE.H
HE.X, HH.X
HE.X, HH.X

HHH
HH.X (HX.X)
HX.X
XX.H, XH.X
XX.H, XH.X

HEH
HH.X (HE.X)
HE.H
HE.X, HH.X
HE.X, HH.X
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- Protocol, SAP, CRF, Shells
- Tables

- Figures

- Listings

- Clinical Study Report

Optimization ]

| 1]

ADaM
specification

Define.xml

I

Datasets

11

Less checks,
errors, and
internal review

Quicker review
by regulatory
authorities
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