This protocol template is a tool to assist researchers (including students) in developing a protocol following the general requirements of the scientific method.  Studies may have special requirements that may, at the discretion of the researcher, require additional sections.  In addition, some sections may not be relevant to all studies (these are noted where applicable).   The template has been designed to include basic requirements of a protocol that is intended to be submitted to the Vancouver Island Health Authority’s Health Research Ethics Board (HREB) for review in conjunction with the review of the HREB application form.  Instructions are provided in blue italics; please delete all blue italicized instructions as you complete each section.
Title of Protocol
The title should be descriptive and concise. 
Project Acronym or Short Study Title: 

If applicable.
Principal Investigator/
 Insert the Full Names/Degrees
and Co-Investigators
Institutions:
 Insert the Name of Institution(s) the Investigator(s) Represent
Protocol version number/version date: 
1. Protocol Synopsis
· Please include a lay summary (maximum 150 words).    This summary should be written out in non-scientific language that is easily understood by anyone with or without content knowledge.    
2. Background & Rationale:
· Describe the research question and provide rationale for conducting this study
· Briefly summarize prior experience and or history relevant to the study
· Discuss any literature important to the study and include references in section 9. 
3. Study Objectives(s)/Purpose:
· Describe the specific objectives/ aims for the study.
· Primary objective – the main purpose for conducting the study and the outcome measures used to evaluate.  Should focus on one question.
· Secondary Objectives:  Can be dependent or interdependent of primary objective.   Normally includes up to two or three.
4. Study Population
Provide a general description of the study population.  (Note: Details on how you will recruit participants are required in the HREB application form).
Inclusion Criteria

· List the criteria participants must meet to be eligible for this study e.g. age, gender, target disease or condition etc.). If there is more than 1 group of study participants, be sure to describe each group separately.   
Exclusion Criteria

· List the criteria that would exclude individuals from the study eg., does not speak English.
5. Study Design & Procedures
· Describe the study design e.g. retrospective chart review, prospective observational outcomes study, survey/interviews, focus group/world café etc. The description should be capable of meeting the study objectives.
· Provide a description of study assessments, procedures and study participant activities.  If applicable, clarify the study requires procedures or assessments that are different from routine care or service. 
· Include the study schedule, time line and frequency for study procedures (e.g. baseline, month 4, etc.)

· Consider including a flow diagram for clarity.
Important note:  The sections below should be tailored to the type of study being conducted. Health research studies are broad in scope and therefore not all of the sections shown below will be applicable for all studies.  Structure this section as it applies to your study.
Behavioral Intervention Studies:
· Describe how the behavioral intervention will be developed (or adapted for use).
· Describe how the reliability of the intervention process will be assured and monitored throughout the study.
· Describe how compliance with the behavioral intervention will be assessed. 
Focus Groups:
· Describe how the Focus Group will be set up and managed and how information will be captured, presented and used.
· Describe qualifications of facilitator or individual supervising facilitation (such as prior experience in focus group facilitation, knowledge of the topic) 
· Provide script or discussion questions that will be used in focus group (as an appendix)
· Describe any literacy or foreign language concerns or accommodations. 
· Describe how responses will be summarized and integrated and how contradictory responses will be handled. 
· State if there will be a thematic or qualitative coding of transcribed discussions.
· Explain if the results will be used to guide the development of education materials, measures, interventions or other research procedures or future inform study design? 
Survey Studies:
· Describe the development or selection of the questions used in the survey and whether or not it has already been validated or will be tested/piloted.
· If interviewing participants in person, describe how this will occur. 
· Describe any literacy or foreign language concerns or accommodations. 
For Studies Requiring Blood/Tissue Sampling

· Describe the study blood or tissue samples to be collected and how they will be labeled, tracked, stored and shipped (if applicable).
· Describe where the specimens will be stored, how long and who will be responsible for care of specimens during storage. 

· Describe how specimens will be destroyed at study completion. 

· If specimens will be banked for future use, describe the process is for providing investigators with future access to the storage bank and tracking such requests.
· Describe how the analysis will be performed. 
· Reminder!  For your Informed consent form: 1) must allow participants to determine future use of their samples and other use beside specific research and 2) allow for withdrawal of a sample if consent is withdrawn and a link is maintained between their identity and the sample; 3) be explicit as to whether the participant is consenting to a blanket consent for collection and use of tissue or blood for the entire study period or consent for specific or multiple data collection periods.  

6. Statistical Considerations
· Describe how the sample size was determined for this study. If sample size estimation is not necessary, please provide the rationale.
· Provide the local sample size and total sample size (if study is multicenter).
· Provide a summary of the qualitative and/or quantitative methods that will be used to analyze the data.
· Describe how missing or incomplete information will be handled in the analysis. 
7.
Data Collection and Data Management 
· Describe the source of the data (e.g. participant surveys, patient records, electronic registry, focus group audiotapes) 

· Explain the time point(s) for collection (baseline, at follow up point) 
· Provide a summary statement on how you will obtain informed consent (details are required in the HREB application form).

· Provide a summary statement on how confidentiality and privacy will be protected (details are required in the HREB application form).
· Describe the life cycle of the data including collection, storage and transmission 

· Explain if there will be a process of quality assurance or data verification applied to the data.
· If applicable, identify if the data collection tool(s) are standardized (e.g. McGill pain score). If a non-standard tool is to be used, detail on reliability and validity should be included. 
· Include the data collection forms, surveys or questionnaires as appendices to the protocol.

8.   Publication of Results
Describe who will take the lead in publication(s) and presentations of the results and how study team members will be acknowledged.
9.   References
· Provide a listing of any published articles referenced in the protocol. 
10. Appendices
· This section should contain all pertinent documents referenced in the protocol (such as questionnaires).
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