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Substudy proposal template
	
This template is for proposing a substudy (or ancillary study or contribution of data from INCEPT/specific domains to collaborative research efforts). It should be submitted to the platform and applicable domain management committees for approval via e-mail by the substudy coordinator to contact@incept.dk.

A more detailed synopsis or protocol in any format may be included with the submission of the proposal, but the proposal form should always be completed and included. We recommend that development of a full substudy protocol awaits initial approval by the management committees.  

Title:
<Insert substudy title – should describe the study design and mention INCEPT or applicable INCEPT domains, as relevant>
Substudy coordinator and contributor details:
<Insert names, institutions, roles, and e-mail addresses of the substudy coordinator (first) and all proposed contributors/co-workers (after the coordinator)>
Relevant domain(s):
<List the domain(s) this substudy relates to>
Participating site(s):
<List the site(s) that will/are expected to participate/from which data will be used in this substudy – this can be all sites in a domain, or specific sites only if, e.g., additional data are to be collected at those sites>
Background:
<Background, short, maximum 10 references>
Aim and hypothesis:
<Write aim and hypothesis>
Outcome measure(s):
<List the outcome measure(s) assessed, including definitions if outcomes other than the INCEPT core outcomes/domain-specific outcomes are assessed>
Design:
<Describe the overall design of the substudy, including whether the substudy compares arms (i.e., uses the randomisation), is a cohort nested within the trial, or something else>
Additional requirements and logistics:
<List as detailed as possible any additional requirements for the substudy (in additional to the main question answered by domain(s), e.g., the need for additional tests or blood samples, the need to collect additional variables, etc.>
Sample size considerations:
<Describe sample size considerations/requirements for the substudy – remember to consider that for domains using response-adaptive randomisation and unequal allocation probabilities may require more participants in some arms to obtain the minimum number required in another>
Statistical analysis plan:
<Describe the statistical analysis plan overall, including the statistical paradigm (Bayesian or frequentist), plan for interpretation, and need for assistance with planning or conduct of analyses>
Budget, plan for funding, and re-imbursement (if applicable):
<Describe>
Timeline:
<Provide a tentative timeline for the proposed substudy. Be aware that the primary results for each domain must be presented before any substudy results except in special circumstances, after approval by the management committees>
Approvals:
<Describe the need for any additional approvals, and whether this must be done centrally (i.e., by substantial modification of the core protocol or domain-specific appendices in CTIS) or separately (e.g., for approvals to use additional data from other sources)>
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