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JHM IRB - eForm B– Retrospective Study Protocol
· This form should be used for retrospective studies – those that will use only data/material already in existence at the time of your submission to the IRB. 
· Please provide complete information for each item below. If an item is inapplicable to your study, explain why.
· When submitting JHM IRB eForm B (new or revised), enter the date submitted, the name of the PI, and the eIRB application number in the header at the top of the form.
***************************************************************************************************

1. Research Question (include all primary and secondary objectives)
2. Background (briefly describe relevant information to justify the research)
3. Methods
a. Describe the study design and the databases that will be utilized, including the specific sites from which you will collect data (JHH, Bayview, HCGH, All Children’s , Sibley, Suburban, JHCP, other) 
b. Provide your inclusion/exclusion criteria.

c. Provide an estimate of the number of records you plan to review and the time period that will be covered. (You should contact the Johns Hopkins Center for Clinical Data Analysis (CCDA) if you need to determine the number of records available (contact info: https://ictrweb.johnshopkins.edu/ictr/connection/ )
d. Explain how your data is being recorded (paper, laptop, other).
e. Explain how the data is being moved to the final storage location.

f. Provide the name and location of the server where the data will housed.

g. Provide the name of the study team member responsible for data management and security.

h. Explain how access to the data will be controlled and whether the access is logged.

i. List the computer programs being used to store and to analyze the data.

j. If you are using data from several sources explain what variables will be used to merge files.

k. Will the data set include any sensitive information (e.g., HIV status, psychiatric diagnosis)?

l. Will the data set include any genomic data?

m. Will your data be used in collaborative efforts with other institutions? If yes, will data be leaving Hopkins and if so how will this be accomplished?  What security measures are in place for the transfer? 
n. Provide an estimate of how long it will take you to complete the study, including the time for data analysis.
4. Study Statistics
a. Primary outcome variable.
b. Secondary outcome variables.
c. Statistical plan including sample size justification and any plans for interim data analysis.
5. Risks

a. Address the risk of loss of confidentiality.

b. Discuss the steps you are taking to minimize this risk.

c. Discuss your plan for reporting unanticipated problems or study deviations
6. Use of Data Agreement  (Complete and upload into Section 20, Q 2 of the application) See here:   http://intranet.insidehopkinsmedicine.org/privacy_office/additional_information/use_of_data_agreement.html
7. Requested Variables (Upload your data collection form in Section 20, Q 2 of the application).
8. Data Security Profile (Complete and upload into Section 20, Q 2 of the application). See here:     
http://www.hopkinsmedicine.org/institutional_review_board/forms/
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