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About Estimands

ICH E9(R1) Estimand = A precise description of the treatment effect reflecting the clinical
Addendum on Estimands and Sensitivity Analysis in Clinical Trials to the question posed by the trial objective
Guideline on Statistical Principles for Clinical Trials
Population-level Summary Measure
Finalized in November 2019 (Step 4)
Endpoint
Has been or is in the process of being adopted by Health Authorities _
Target Population
r " " " " " " " . w
Covers the important multidisciplinary considerations relating to the —
implementation of the ICH E9(R1) estimands framework for clinical trial Treatment Conditions
_ planning, design, conduct, analysis and interpretation )
Strategies for Intercurrent Events
The technical implementation in the data flow was not in scope
Additional guidance for the implementation of the estimands framework _ Get sufficiently detailed answers during collection
in the data flow is necessary DocumentationtoData .-~ . i e
' Annotated CRF !
Intercurrent Events = Events occurring after treatment initiation that affect either the cSDRG
Interpretation or the existence of the measurements associated with the clinical
. .
question of interest
PrcoI SAP ADRG
@ H a Define.xml
—_—
Examples: @ Statistical detail HOW t?e relevant Dedicated datasets
Treatment Rescue Treatment Death Describe the study estimand (WHAT avigsgtismoplgiggﬁggs o 2nd t
. . . . - - biective in t : : i - i variables to documen
Discontinuation Medication Switch ‘of the estimands oo imaiore HOW o e e, o oo the traceability of
framework (WHAT) performed statistically) & ADRG estimands and impact
in the data
Data Co | | e Cti on & Tab L | ati on Intercurrent Events — Concomitant Medication
Intercurrent Events — Treatment Discontinuation -
'Document the subject's What was the subject’s status? C DEATH SuggeSted CRF for :,?éfm Sf;% NN OTS'?: Sii; VHN o
e i | NSRS - Concomitant -  EEsmmmt—
pfemglt_ll::‘%% :2;22; t?o? o SUFFICIENT EFFICACY Medication E EE%E:M:EX:E%?EYEE?E% NNNNNNNN
Suggested CRF for e imamsamrme | ACCUTACY A
Treatm e nt fOGml::::-:::;:.:::CE WITH STUDY DRUG E 5§£§E§é’;§;§gusg
Discontinuation S SCHEDANE CONPLICTS Oft DIFCLATY TRAVELING TO SITE —
s Semmticpeusssens CM Domain [ M L I — ‘H
SDTM Map?‘”g e — — — = Toweel  Granularity | Enhancing CRF standards to improve the accuracy of data collection for
DS Domain 2 {ascis [os [ssercs [E‘éféé%fgh“’w“-”’ (OGISTICAL FROBLEN [ DSPOSITION EVENT | TREATWENT] 00511 intercurrent events (notably those relating to medications) is necessary
Data A i al yS |S "Depending on the definition of the estimand, subjects CO NC I usions
and/or certain data points may be included or Collection of
: : : eAccurate collection of intercurrent events is critical
\eXCIUded from data point sets (Increased granularity) / Data *Granular data collection of the reasons for treatment discontinuations is needed
Sbooiilon  IDOHE — ‘To allow full traceability of intercurrent events a new |
dates Interuption  Meds AR L ADaM OCCDS domain ADICE is proposed ) Codelists *Recommendations for new terms
‘ ' ‘ ' *Proposal submitted to CDASH/CDISC
PfOpOSEd ADaM SDTM *Estimands framework has no impact
. *Follow SDTM IG & Conformance Rules
SDTM Implementation
Include a new section for Intercurrent Events
___________________________________________________________ ] CSDRG *Define collection and mapping
- UTERM | ATERM | ADECODy | ASTDT | AENDT | SRCDOM ‘\\\
m OCCDS mm------ ! NEWFADELY *Consistent documentation of all intercurrent events across all estimands
e —— — Dataset (AD|CE) *Facilitates traceability and supports harmonized workflows
e ADSL (
ADaM NETFADELY »ADSL: New estimand analysis set flag

Variables *BDS: New record level data point flag and intercurrent event traceability variables

SORR Ususio | paramicd [ avisiT | .1 | AVAL | cHG | pTyve | cesEQz | EstaaRrL

ADRG *Describe how to identify data for each/group of estimand(s)




