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BACKGROUND

STATUS

TASK FORCES and CURRENT MAIN TOPICS

As of 30 March 2022, the working group

With the release of the initial draft ICH E9 (R1)
addendum in 2017, it was anticipated that the
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estimand framework will have a major impact on
formulation of clinical trial objectives, trial design,
sample size, conduct, data collection, and analysis.
For time-to-event endpoints which are of key

Patientreported
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interest in oncology (such as progression-free or
overall survival), many open questions concerning
estimand definition, data collection, analysis
methodology, and interpretation remained.
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HISTORY and SCOPE
In February 2018, a cross-industry international
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working group (www.oncoestimand.org) was
founded bringing together statisticians from
industry, regulators, and academia to share

Duration of
responses
Principal
stratification
in clinical
trials

Illustrate and
contextualize
approaches for
duration and
time to
response

Principal
stratification
applied to
treatment
switching

Illustrate the
value of target
trial and
estimand
framework.

for intercurrent events, and corresponding analysis
in oncology.
established by EFSPI as European special interest
group ‘Estimands in oncology’, sponsored by PSI
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and EFSPI. It became an ASA scientific working
group in June 2019.

Key questions that are discussed are:
How can time-toevent (T2E) endpoints
be embedded in the
addendum
framework?

What are key
estimands and
intercurrent events in
Oncology?
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and 10 from Asia) representing 43 companies /
institutions,
• regularly interacts with eight Health Authorities
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How can established
methods to answer
questions in oncology
be embedded in the
estimand framework?

Are there parts in the
What are estimands
drug development
for T2E endpoints that
lifecycle that require a
are amenable to a
causal interpretation causal interpretation?
of an estimand?

• regularly organizes sessions and presents at
conferences,
• has started to interact with academic colleagues.

working group operates now within 10 agile task
forces to review and provide answers to key clinical
trial issues in line with the estimand framework.

ACTIVITIES
Beyond work in the task forces, the aim of the
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working group is to provide answers to the above
questions through a variety of activities. These
will include:
• Collaborating with experts to refine and
possibly extend available methods.
• Publishing reviews of the available methods,
case studies, and white papers with
recommendations, for statisticians and nonstatisticians.

Member rosters of these task forces are available at www.oncoestimand.org.

• Interacting with regulators and the broader
clinical community to obtain a better

BECOME A MEMBER

understanding of their requirements. Work with

The general spirit of the working group is inclusive. If you’d like to contribute in one or the other way, we propose you first reach out to your company’s
representative(s) (if applicable) and align within your company who is best placed to contribute to which task force.

estimands in oncology.

PUBLICATIONS
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After a first phase where five subteams have
written several publication (see bottom panel), the
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experience and ensure common understanding and

In November 2018, the working group was

• has 85 members (32 from Europe, 43 from US,
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Regularly updated list of Publications and Events with contributions from the working group are available on www.oncoestimand.org.

them to agree on common definitions of
• Promoting good practice through templates for
study protocols and statistical analysis plans.
• Providing trainings, workshops and talks.
Example: Training for a general
audience available on YouTube
‘Estimands in Oncology
– How and Why’

WATCH
HERE!
https://www.youtube.com/watch?v=20bviiufm2w

COLLABORATIONS
The working group closely collaborates with the
EFSPI/EFPIA Estimands Implementation WG
(EIWG) to implement estimands in drug
development by collaborating with non-statistical
partner functions. Stefan Englert is a member of
both working groups and leads that collaboration.

