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In order to conduct a good research project, the study team needs a well written research protocol – a plan to carry out the project successfully.  A research protocol describes the objectives, design, methodology, statistical considerations and organization of a research project. It also covers how you'll ensure the integrity of your data.
The protocol: 
•	Forces the writer to clarify their thoughts and think about all aspects of the study design; 
•	Acts as a guide for the entire study team working on the project; and, 
•	Is required by most IRBs or ethical committees when reviewing research.

Protocols can be created by you as the researcher – known as an Investigator-initiated protocol, or a sponsor may provide you with a protocol they designed for you to follow.



 





IRB Considerations When Reviewing a Protocol
When reviewing a protocol, the assigned IRB reviewer considers, amongst other things: 









Format of a Protocol

Is the study design sound?


Is the choice of subjects appropriate?


Are risks and benefits adequately addressed?


Could someone use this protocol and have a comparable result?



Data Management/Statistical Analysis


Safety Considerations


Ethical Considerations


References


How will the data be managed? This should be clearly outlined in the protocol along with the statistical methods that will be used for data analysis.


The safety of research participants is of the utmost importance. As such, the protocol should include plans for reporting Reportable New Information (RNIs). 


This section should provide information on how ethics approvals will be obtained, how informed consent will be obtained from participants, and if waivers of informed consent or HIPAA Authorization will be requested.


The protocol should include relevant references. 



General Information


Project Summary/Abstract


Rationale & Background Information


Objectives


Design/Methodology


Protocol Title, Identifying Number (if any), date


Name of Sponsor 


Names and Titles of Investigators


Names and Addresses of Study Sites


No more than a page long, the summary should summarize the central elements of the protocol and should be able to stand on its own. 


*It should not refer to specific points in the protocol


This section outlines the current knowledge about the research topic and includes a statement for the need/problem the research topic will address. The rationale should answer the questions:


Why does the research need to be done? 


What is the relevance? 


Primary and secondary (if any) objectives should state the research questions. The questions should be simple, specific, and before the research has started. 


This section is the most important one and should outline carefully the following information:


Research Design: design choice should be explained. 


Research Subjects: what are the inclusion/exclusion criteria? How will subjects be randomized? What are the criteria for discontinuation? 


Interventions: If involved, a description of the drug, device, or biologic should be provided. 


Observations: information on the observations to be made, how they will be made, and how frequently should be provided. It is best practice to provide any tools used to document observations as appendices. 


Sample size: explain and justify the sample size
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