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Extenuating Circumstances: Describe any
extenuating circumstances that led to modifications
in the trial. 

1.

Important Modifications: Detail the important
modifications made to the trial, including impacts
and mitigating strategies. 

2.

Responsible Parties: Identify the parties
responsible for the modifications and their roles. 

3.

Interim Data: Provide information on any interim
data and its implications for the trial. 

4.
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The CONSERVE 2021 checklist is designed for reporting trial protocols and
completed trials that have undergone significant modifications due to the
COVID-19 pandemic or other extenuating circumstances. Here’s a
summarized checklist based on the CONSERVE guidelines: 

This checklist is an extension of the CONSORT and SPIRIT statements and
should be used to ensure transparent and complete reporting of trials that
have been modified in response to unforeseen events. 


