OBGYN Research Protocol Template


Study Title:
Principal Investigator

Co-Investigators: 

Study Team  members:

Study Team Expertise 
Project Summary (Section 1.3 of IRB can be a combination of the objective & Specific Aims)
1. Background  

2. Specific Aims/Hypothesis 


3. Objective 

Methodology

1. Subject Selection

A. Number of subjects (list category/ies & number of subjects in each)


B. Inclusion/Exclusion Criteria

2. Recruitment Plan and Study Design 

A. Method of Contact and Consent 

B. Method of Interaction/Procedure/Intervention 

3. Risks/Benefits

4. Compensation

5. Statistical Design:


***DELETE BLUE BOXES BEFORE SUBMISSION








****(Must be permanent faculty) – only 1 for IRB application:








resident/fellow cannot be a PI and must be listed as Co-I; mentor listed as PI 





  **ALWAYS add JULIE TUMBARELLO as ADMINISTRATIVE STAFF 


Co-I; mentor listed as





1-2 paragraphs; What are the PI and Co-Is background that is relevant to this research (at least 1-2 sentences for each). 





1-2 Paragraphs; Describe the health problem, describe the existing research that is related to this study and describe gaps in knowledge that make this study important





Usually 1-3 aims; Specifically, what does your study aim to accomplish





(1-3 sentence description of the purpose of your study and how you plan to accomplish it)





List number of subjects that will sign consent forms or charts to be accessed/reviewed 


(Such as: will be reviewing 1000 charts with an expectation of capturing data from 600 women with this disease)





List exact dates of data to be accessed: MONTH/DAY/YEAR to MONTH/DAY/YEAR


List other inclusion criteria (such as Women 18 years and older seen at UofM with x condition)


If accessing data from a previous study, list HUM#








In a couple of sentences list how you will analyze the data (example: we will be using descriptive statistics and logistic regression analysis.
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