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Title of Research Project
Provide a descriptive title for the topic your study addresses.

Scientific Rationale
Provide a brief summary of the overall purpose of this proposed study and any background information that led to this proposal

Hypotheses
Provide a description of the hypothesis that you will be testing in this study.

Objectives
Provide a brief summary of the primary and key secondary objective(s) for this proposal and/or what the study is expected to demonstrate.

Primary Objective

Secondary Objectives

Study Design
Describe the general study design, study groups/arms, main tests or procedures, primary and important secondary outcome variables, design justification, and general approach to analysis
Human participants and data protection: Please describe the potential risks to participants associated with the proposed study, including risk level, its impact on the study participants, measures to mitigate risks, and where appropriate, alternative treatments and procedures.
Implementation Research Design (if applicable): Identify and justify the IS model or framework which best supports your implementation question (Examples: Consolidated Framework for implementation Research, RE-AIM, EPIS, etc.) and how it will be operationalized. Ensure to describe the implementation stage of the project (e.g., exploration, installation, full) as well as identify the design (e.g., hybrid, pure implementation research).

Population
Provide a general description of the participants to be enrolled (e.g. number of subjects, subject demographics such as age, sex, and other key characteristics, and other key eligibility criteria (inclusion and exclusion criteria)). Describe sources and process for recruitment. The information provided should justify selection of participants and provide assurance that an appropriate number of eligible participants can be recruited.
Study Intervention/Product Regimens
Provide a brief summary of the therapeutic entity(s) and regimen(s), including any proposed controls that will be used in the proposed study.

References
Include references to any existing published studies and any other background information you believe is relevant to the review of this proposal.
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