BigMouth Research Proposal Template
Instructions: Proposals including references (single-spaced, 12 font Ariel or Times New Roman, 1-inch margins), should be submitted to the BigMouth Clinical Research Committee electronically at bigmouth@uth.tmc.edu

Approval criteria include the significance of the research, appropriateness of the study design, and feasibility of the project. 

The completed proposals are on a monthly basis and the committee meets every second Tuesday of the month. So please submit the proposal a month prior to the committee’s meeting.

Proposals must follow the outline below. The Research Proposal Checklist is a handy tool to make sure a proposal will meet the BigMouth Clinical Research Committee Proposal guidelines and can be reviewed in a timely fashion. 

<INSERT PROJECT TITLE HERE>


Principle Investigator (must be a faculty member and eligible to be a PI at their local institution)
· Name, Title
· Affiliation
· Contact Information (email, phone)
Co-Investigator(s) (can be students, residents, postgraduate associates, etc.)
· Name
· Affiliation
· Contact Information (email, phone)
 
Significance 
Discuss the problem to be investigated as well as the rationale for this research. Describe the current body of knowledge on the topic and how the research project adds to it. A thorough literature review is expected to reference 5-10 key papers.

Innovation
Discuss how this project is novel and will add/expand to the existing body of research.

Preliminary Work/Data
Indicate any relevant preliminary data and data analysis done from the institution’s own axiUm database. If applicable show the results that you have gathered from BigMouth.

Specific Aims and Hypothesis 
State what the research is expected to accomplish. Include the hypothesis, aims and specific objective(s) of the project. 

Research Design and Methods 
· Include an overview of the study. 
· Include a specific list of the variables that need to be extracted from BigMouth for the proposed study. This will include a description of the study population for the study.
· List data elements that will be extracted from BigMouth: 
· Insert a table with all the data elements you are interested in.
For example: If you are interested in an element like cardiovascular diseases, please be more specific on what type of cardiovascular disease you need.
Please review the BigMouth data dictionary to explore data elements available in the repository.   
· Briefly describe the methodology for analyzing the extracted data.
· Inclusion and Exclusion criteria:
· Insert a detailed description inclusion criterion of the study population. 
· Time period of the study:
                                           < would you like to restrict data? If yes, specify the time period.>

Inclusion criteria:
Example: 
· Include all patients who received diagnosis of a) Generalized Moderate Chronic Periodontitis OR b) Generalized Severe Chronic Periodontitis OR c) Generalized Slight Chronic Periodontitis 
AND 
received D4341 (Scaling/rt planing 4 or more) or D4342 (Scaling/rt planing 1-3 teeth) 
· Only include diabetic patients – Check Medical history form for this information
· Patients from faculty practice only
Exclusions (if any):
· Exclude all patients with age less than 18 as on the date of treatment (D4341 or D4342)
· Exclude patients with cancer – Check medical history form for this information


Preliminary Sample Size Calculations
Specify the number of records that need to be extracted with an appropriate rationale. 

If you are from a BigMouth partnering institution, the BigMouth committee requires you to sign up to the BigMouth i2b2 query workbench, and provide us with a cohort size estimate. Please include the screenshots from the query interface. This will help make the proposal stronger and in-line with the data available in BigMouth.

If you are from a non-BigMouth institution, please reach out to bigmouth@uth.tmc.edu 

Statistical Analysis Plan
State the planned statistical analyses for evaluating the extracted data, ensuring they align with the study objectives and hypothesis

Deliverables and Dissemination
State the primary outcome expected. Describe how this will be shared with the greater research, educational, clinical and general community.

Alternatives
Describe alternative strategies to reach the expected primary outcome.

Timeline
Please provide the timeline for the project. 

This will help decide if the BigMouth team can undertake this project and provide the data within the proposed timeline. If approved, the estimated time to provide data is approximately 2 - 3 months from the date we receive the proposal. This includes 1 - 2 months for the review and approval of the proposal by all BigMouth partnering institutions including executing a Data Use Agreement (if applicable), and an additional month following approval for development/data extraction and data validation.

Funding
There is a charge associated with BigMouth data requests. The cost depends on the development effort and the number of variables requested for the project. The BigMouth team will provide a detailed cost estimate after the project is approved and requirements are finalized. Please contact the bigmouth team at bigmouth@uth.tmc.edu if you have any questions about the cost and would like to get a high-level estimate before submitting the proposal.
Please provide details about the funding for this project. 
If you do not have funds to support this research, please provide reasons why Bigmouth should undertake this project. Such requests will be determined on a case-by-case basis.
Acknowledgment
Please insert the following sentence in the acknowledgment.
 
“I/We agree to acknowledge the use of the BigMouth Dental Data Repository in publications and other communications that present the results of this study. I/We also agree to cite the following publications on BigMouth:

· Muhammad F Walji, Elsbeth Kalenderian, Paul C Stark, Joel M White, Krishna K Kookal, Dat Phan, Duong Tran, Elmer V Bernstam, Rachel Ramoni, BigMouth: a multi-institutional dental data repository, Journal of the American Medical Informatics Association, Volume 21, Issue 6, November 2014, Pages 1136–1140, https://doi.org/10.1136/amiajnl-2013-002230
· Muhammad F Walji, Heiko Spallek, Krishna Kumar Kookal, Jane Barrow, Britta Magnuson, Tamanna Tiwari, Udochukwu Oyoyo, Michael Brandt, Brian J Howe, Gary C Anderson, Joel M White, Elsbeth Kalenderian, BigMouth: development and maintenance of a successful dental data repository, Journal of the American Medical Informatics Association, Volume 29, Issue 4, April 2022, Pages 701–706, https://doi.org/10.1093/jamia/ocac001

References 
Cite every article mentioned in the Research Proposal. References should be ordered consecutively in the order that they first appear in the document. Include PubMed ID or URL to access the abstract. Citations should follow the Vancouver style.

IRB
IRB approval from your institution must be obtained and sent to us before any data will be provided to the researcher. Please insert the following sentence in the proposal
 
“I/We agree to send a copy of the IRB approval along with this proposal after the study is approved by the BigMouth project review committee and before any data is obtained for this research”.

Data release letter
Sign and provide attached BigMouth data release letter (APPENDIX A) along with the proposal.

Data Use Agreement 
BigMouth contains a limited dataset that includes patient zip codes, and dates (birth and service dates). If you are requesting any of these patient identifiers as part of the request, a Data Use Agreement (DUA) must be executed after project approval and before the data can be released. The DUA template can be found on the BigMouth website. 




APPENDIX A: DATA RELEASE LETTER
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