Instructions
 For completing the Protocol Template for

Secondary Use Research
Most protocols for secondary use should be less than 3 pages.
Please be aware of the following definitions when writing your protocol. Use the terms consistently with these definitions.
Retrospective: The study collects and analyzes data from the past. If the research is strictly retrospective, all of the data collected for the research exist before the protocol is approved.

Prospective: The study will analyze data from the future.
Secondary Use: Research involving data originally collected for non-research purposes (e.g., data from medical records), or for research studies other than this proposed study (e.g., data from another study approved by COMIRB). Secondary Use may be either retrospective or prospective, or both.
I. Hypotheses and Specific Aims

Clearly state the hypotheses (if applicable) you will test in this research project. Clearly state any specific aims or major goals of the project.
II. Background and Significance

Provide a focused review of relevant literature in the specific area of your research. This synopsis should highlight what is already known about your research question and what remains unclear about your research question. It should be clear from this section why this study is being conducted.
If the study involves data from the VA, address the relevance of the Research to the Veteran population.
III. Preliminary Studies
May not be applicable for a small retrospective study. 
IV. Research Methods

A. Outcome Measure(s).  Describe the data to be collected.
B. Description of Population to be Enrolled.  Describe the inclusion and exclusion criteria for the subject included in your data set.
C. Study Design and Research Methods.  Provide details about the data to be collected, including the date range for the data (e.g., month, year, 2014-2017).
If you need to screen records to identify the eligible cases for your analysis, the distinction between records eligible for screening versus records to be included in the final data set should be clear.
D. Description, Risks, and Justification of Procedures and Data Collection Tools.  The only risks should be potential loss of confidentiality if identifiable study data are inappropriately disclosed. The steps taken to protect your data, and the justification for accessing the data will be addressed in your COMIRB application.

A data collection tool need only be submitted if you are using one and if the data are not completely described in section C.
E. Potential Scientific Problems.  Briefly discuss the limitations to your proposed study design. Are there factors that could threaten your ability to obtain meaningful generalizable knowledge from this study?
F. Data Analysis Plan.  This section should include:

1. Describe the statistical test(s) that will be used to evaluate the primary and secondary outcome measure(s) (e.g., t-test, ANOVA, regression, etc.).
2. Justify the sample size, using the concepts of power, type I error and effect size where applicable, and note any assumptions that your power calculation is based upon. 

G. Summarize Knowledge to be Gained.  Describe the generalizable knowledge to you expect to be gained from performing this study.  Discuss why this knowledge would advance your field of study.
H. References. If applicable, list references.
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