Hartstichting

Checklist clinical trial application

Before submitting, please check if your application contains at least the

following information:
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Are recruitment considerations part of the application?

A clear description and justification of the design

Diversity aspects (applicable to research team, user committee and
trial participants)

For international studies: a clear description of national activities and
numbers of subjects and sites needed.

An overview of the project team and stakeholders

A realistic effect size and power calculation

An early HTA analysis or the outcome of a consultation with an HTA
expert

Budget
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Are all costs eligible for funding and clearly described?

Are in kind contributions (at least personnel) included in the budget?
Is it clear which costs are covered by the patient fee?

Is the budget requested for the entire duration of the trial?

Additional uploads
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Protocol

Support letters from relevant scientific societies
Additional questions Clinical Study Program

When available: reviews and rebuttals from other funders
When available: decision letters from other funders
When available: support letters from committed sites
When available: figures, tables and references



