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Title
Title
Investigators


Those proposing the project: specify Principal, Senior, and Additional investigators

Proposed Collaborators
Based on prior discussions or specific consideration may specify individuals or centers or “any AARCC member interested” or “any AARCC or other ACHD center.” List individuals or centers than have expressed concrete interest. If applicable, note what role collaborators are anticipated to play (data collection, analysis, drafting manuscript etc).
Primary Research Question
The central question or questions that you hope to address in the study. If there are multiple questions, please list them individually.
Secondary Questions 
List any additional questions the proposing investigators would like to address with the project, and the principal investigator or collaborator who will be pursuing each secondary analysis (if applicable) . This will be used by the committee and others to propose additional ancillary analysis. 
Background/Significance
Provide a summary that offers background about what is known about the primary question and why it is important. References listed at the end of the proposal should support this background. Although citations for specific points are not necessary, they are acceptable. The summary and references do not need to be exhaustive, but they should be sufficient to that you have researched and relevant literature. The format of this section is not fixed—it may include a listing of relevant points, several paragraphs of introduction, etc. It should not be overly long. 
Design
Describe study design (e.g. prospective, randomized controlled trial, retrospective cohort study, case-control study, descriptive/observational series, etc.). 
Ethics/HIPAA
Specify specific ethics/HIPAA considerations and how they will be dealt with. More important for prospective studies requiring informed consent and data sharing. The idea is to address important concern specific to this study--do NOT list general concepts like “patient confidentiality will be protected” 

Conflicts
List any conflicts the investigators anticipate. This should not be a list of financial relationships, but rather true potential conflicts of interest which may or may not be listed on standard COI forms. It can include conflicts with other ongoing projects, issues with ‘ownership’ of ideas etc. Financial or other relationships that the investigators believe could truly create a conflict should also be listed.
Subjects
Should provide information regarding how patients will be identified, approached if applicable, and enrolled, inclusion and exclusion criteria, and the approximate number of patients you intend to study. 
Variables

Predictor 
Please list the predictor variables that are central to your hypothesis or hypotheses, as well as any secondary variables that you will analyze in your assessment of the outcome(s) of interest.
Outcome
List and define the primary and any secondary outcome variables
Statistical Issues

Hypothesis
State your hypothesis or hypotheses, numbered individually
Analytic plan
Summarize your analytic plan and the statistical tests that you will use to carry out this plan 

Sample Size/
Summarize your assumptions, power calculations for the primary outcome, 

Power calculations
necessary sample size to adequately test your hypothesis, estimated effect size that can be detected if there is a fixed sample

Anticipated Limitations
List important limitations, biases, and confounding factors that you anticipate, and how you will deal with them

Authorship
The goal of this section is to provide specific expectations for investigators and collaborators about authorship and author order. Can take various approaches to providing this info. Must be included for the primary question, and ideal for as many secondary questions as are likely to be pursued.  First and last author, and whether there will be co-first author is helpful.  Another approach would be to list hypothetical manuscript title(s) that the investigators anticipate from the study.  Note: these are not final, as of course the final author order depends on actual contributions. It should be specified who has final decision on this (can, and probably should, differ for sub-analyses and secondary analyses).
Data sharing plan
Who will have access to the data for secondary analyses proposed after study completion? What process will be used to determine who/how access is allowed? This can be relatively simple (email the PI directly or via protocol committee) but should be clear whether co-investigators will have access and how authorship for such secondary analyses will be handled.
Funding considerations
Anticipated costs. Any funding? Grant (planned applications or grants obtained and source of funds)? Payments to collaborators?  Will letters of support be required for applications?
Expected timeline
For IRB submission, data collection, analysis, presentation, and publication

References
Listing of relevant references, not necessarily exhaustive, but sufficient to demonstrate that you have reviewed the literature appropriately
If there is a Protocol, consents, surveys or other ancillary information on specific investigators, please include as an attachment.  A detailed protocol is recommended for prospective trials, though it is also acceptable to submit a draft proposal prior to reaching that stage to judge interest and obtain input from the group. 

General instructions:
This is not an official IRB application or conflict of interest form, and is intended to be a collegial communication. 

The completed form should be ~1-3 pages long, depending on the project.

The goal of requesting this proposal is to facilitate rigorous multicenter collaboration.  To do this, a proposal will:

(1) Demonstrate concisely that the research question and methodological approach are well considered
(2) Allow anticipation of specific issues and obstacles to multicenter collaboration 

(3) Define expectations regarding funding, timing, authorship and secondary analysis

(4) Allow AARCC to coordinate centers, enlist collaborators, and propose ancillary investigation

There are many potential approaches to reaching this end, and the above format should be taken as a guideline only. Each proposal will include its own challenges. 
Please call or email the Protocol Committee chair (currently 617-355-6508x6, sasha@tch.harvard.edu) with any questions about this, at any time during the process.

