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Abstract 

Introduction (talk 1): (David Wright (AstraZeneca) 

ICH E9 (R1) came into effect nearly 6 years ago. However, there is a lack of alignment in the 
statistical, clinical and regulatory communities on a number of key issues. A sub-team of the 
EFSPI/EFPIA Estimand Implementation Working Group have identified key topics where clarification is 
needed and these will be shared. 

One of the main motivations for this session is the observation that Estimands in both pharmaceutical 
and regulatory settings are too often considered as a statistical topic. This was never the intention and 
this presentation will explore ways in which the statistical community can change their status quo in 
leading these discussions and allow others, in particular clinicians, to drive conversations on 
estimands.  Only then will we be able to fully realise the potential the estimand framework offers in 
designing, conducting and analysing trials that are better aligned to key clinical questions of interest 
and achieving alignment with key stakeholders on treatment effects when trials are designed. 

Another motivation is the recent paper in Statistics in Medicine by Fleming et al: 
https://onlinelibrary.wiley.com/doi/epdf/10.1002/sim.70104. Areas of disagreement between the 
message of this paper and letters sent to the editor will be summarised too 

 

Talk 2: Reflections from Industry representatives involved in writing ICH E9 (R1) (Novartis 
clinical and statistical representatives have been invited to present if this session is accepted. 
If they are unable to attend alternative presenters will be found from EIWG) 

Given the challenges with implementation highlighted above this presentation will focus on key areas 
where change (either in terms of how estimands are implemented, communicated or indeed the choice 
of estimand) is needed. 

 

Talk 3: Reflections from regulatory representatives (Frank Petavy (or another EMA 
representative) will present) 

This presentation will focus on areas regulators feel sponsors could improve in how estimands are 
being defined, how chosen estimands are justified in submission documents (e.g. protocols, summary 
of clinical efficacy etc) and in how estimands are positioned for feedback in scientific advice 
procedures. 

 

Panel discussion: There will be time for Q&A from the audience. 
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