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1. General comments

Stakeholder number

(To be completed by the

Agency)

General comment (if any) Outcome (if applicable)

(To be completed by the Agency)

CJW comment: Line 62, line 91. Interpretability and any

unforeseen changes to trial elements, missing data and

intercurrent events.

It would be helpful in the Points to Consider to refer

explicitly to the trial estimand, as any action required

due to a Covid-19 related change to the trial will differ

depending on whether or not it impacts on the

estimands of interest in the trial.
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2. Specific comments on text

Line number(s) of

the relevant text

(e.g. Lines 20-23)

Stakeholder number

(To be completed by

the Agency)

Comment and rationale; proposed changes

(If changes to the wording are suggested, they should be

highlighted using 'track changes')

Outcome

(To be completed by the Agency)

Comment:

Proposed change (if any):

Comment:

Proposed change (if any):

Comment:

Proposed change (if any):

Please add more rows if needed.


