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Pre-workshop assignment


Objective

The pre-workshop assignment involves background reading to ensure that the participant is familiar with the guidance document relevant to estimands. This will mean that the time during the workshop can be optimally used to discuss estimands in the context of the published regulatory guidance.

The objective of this assignment is to gain familiarity with the ICH guidance on the topic and be introduced to the role of the MW in a cross-functional process.

Content and instructions 

Read the ICH guidance on the topic of estimands: ICH E9(R1) “Addendum on estimands and sensitivity analysis in clinical trials to the guideline on statistical principles for clinical trials”: https://database.ich.org/sites/default/files/E9-R1_Step4_Guideline_2019_1203.pdf
To help contextualise estimand and what it means for MWs, read Bridge and Schindler’s MEW 27(4) 2018 publication titled ‘Estimands – closing the gap between study design and analysis’ available from: https://journal.emwa.org/patient-reported-outcomes/estimands-closing-the-gap-between-study-design-and-analysis/
The background reading material will be referred to and discussed during the workshop.



Assessment criteria

To qualify for credit please complete the questions below and return this form to the workshop leaders by the required deadline (see end of the document). The pre-workshop reading assignment will not be formally assessed. You are likely to gain more from the workshop if you have completed the background reading since the material will be referred to frequently during the workshop. We will acknowledge receipt of your responses. Reminders will not be sent to you.


Name:


Current job:

Please circle which of the following applies to you:

	Employed by a pharmaceutical company
	Employed 
by a CRO
	Freelance
	Other (please specify)




How much experience do you have of writing or reviewing clinical study protocols (CSPs) or clinical study reports (CSRs) that have included estimands? Please indicate:

· No experience 
· Written 1-2 CSPs or CSRs that include estimands
· Written 3-5 CSPs or CSRs that include estimands
· Written >5 CSPs or CSRs that include estimands
· Reviewed CSPs or CSRs that include estimands
· Do you have any other relevant experience that is not covered by the questions above?



Resources and materials

ICH E9(R1) guidance (link above). 

Bridge and Schindler’s MEW 27(4) 2018 publication (link above).

Time required
1.5 to 2 hours.

Deadline or other information about bringing the assignment to the workshop

The pre-workshop assignment is a reading assignment which will not be formally assessed.  Reminders will not be sent to you. 

To obtain credit, answer the questions above and return them by email to SHamilton@clinipace.com and AMcIntosh@clinipace.com by Wednesday 20 April 2022 to qualify for credit for this workshop. We will acknowledge receipt of your responses.

Thank you.
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