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	Problem Statement

	Recently in late 2017, EMA issued a draft ICH E9 (R1) addendum on estimands and sensitivity analysis in clinical trials to the guideline on statistical principles for clinical trials. In this draft addendum, the existing concept of estimand was expanded using a new framework with four attributes. Five different strategies were described to construct estimand under this new framework. A lot of research has been ongoing within biopharmaceutical industry and regulatory on how to apply these strategies in dealing with missing data for clinical trials. 
It would be interesting to consider the potential applications of Bayesian methodology (including any new advances in this research area) in handling missing data for each strategy, which can later be incorporated and summarized in either a manuscript or a book chapter to communicate to the pharmaceutical industry. A Bayesian approach may provide unique features to deal with uncertainty from missing data and incorporate prior information and additional sources of missing data and/or missing data mechanism.  This BSWG subteam will focus on understanding the estimands and strategies as rooted from ICH E9 addendum, and investigate Bayesian approaches to handle missing data and conduct sensitivity analysis.
The BSWG Missing Data Subteam would like to bring members with expertise from the pharmaceutical industry, regulatory agencies, and academia together to tackle these interesting problems.  


	Objectives and Goals 



	Objectives of the working group: 
1) To review and understand the new framework for constructing estimand from the ICH E9 (R1) addendum. 
2) To use clinical trial datasets from pharmaceutical companies as case studies to illustrate the applications of Bayesian methods under the new framework.
3) To summarize and investigate the Bayesian methods for handling missing data under the new framework as described in the ICH E9 (R1) addendum, and to provide recommendations and guidance to the statistical community. 
Goals: 
1) To develop materials for sharing with statistics communities, especially in biopharmaceutical industries, through presentations in professional meetings (e.g., DIA annual meeting, statistical meetings, FDA/DIA, FDA industry workshops, etc) and web-based seminars (e.g., biopharm webinar).

2) To develop publications (e.g. DIA Journal, or other applied statistics journals).
   

	Potential Impact



	· Obtaining permission on using datasets from pharmaceutical companies

· Connection with DIA Missing Data Scientific Working Group (Chaired by Craig Mallinckrodt)  


	 Project Scope and Areas of Focus

	· We will focus on missing outcomes (continuous, binary, or time to event) in randomized clinical trials 

· Estimand: 5 different strategies for constructing estimand and related missing data handling using Bayesian methods


	Project Plan/Key Deliverables/Timeline

	· 2Q 2018: Update membership and revamp the BSWG missing data subteam 
· Review ICH  E9 Addendum, revise/develop charter including objectives/goals
· Meeting at 5/11 @3-4 PM, then monthly meeting afterwards 
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