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	FRASER HEALTH DEPARTMENT OF EVALUATION AND RESEARCH SERVICES (DERS)

Template for Writing a Research Protocol for Research Involving Human Subjects/Participants
How to use this template:  Fill-in relevant sections for your research protocol and delete instructions (in Italics)

Differences between a research proposal and a research protocol

Proposal

Protocol

Purpose

Obtain funding

Regulatory document describing study in detail; 

Required for ethics applications

Focus

Describes research questions/hypotheses, study objectives, basic methods and analyses plan. 
Describes details of how the study will be conducted based on the research questions/hypotheses and study plan developed in a proposal (if there is one)
Tone

Persuasive

Informative; focused on details




Title:      
Write title as a statement rather than a question

Study Protocol
Version      
Date      
Every change in the protocol requires a protocol amendment and change of version/date

Principal Investigator
Name:        
Title:       
Clinical Program:       
Department:       
Co-Investigator(s) (if applicable)
Name:        
Title:       
 Program:       
Department:       
Co-Investigator(s) (if applicable)
Name:        
Title:       
Co-Investigator(s) (if applicable)
Name:        
Title:       
Co-Investigator(s) (if applicable)
Name:        
Title:       
Co-Investigator(s) (if applicable)
Name:        
Title:       
 Table of Contents:  Please Include a ToC
INTRODUCTION AND BACKGROUND
The Introduction section should explain the background of the study, including a complete literature review to establish the existing knowledge in the area of inquiry or development. The following should be included: 

· description of  the current state of affairs/clinical equipoise.  Clinical equipoise is defined as a genuine uncertainty on the part of the relevant expert community about what therapy or therapies are most effective for a given condition.  (2010 TCPS 2, p. 148). 
· what are the gaps in the current state of affairs?
·  why/how your project will investigate, alter or otherwise influence the status quo/clinical equipoise

· explanation of how the proposed study will be a valuable addition to the evidence on this topic. 

·  discussion of  the practical and/or clinical application of the results for clinicians, learners or patients. Potential benefits to patients, health services, relevance to current policies 
· Reference all literature (use a standard referencing protocol) and include in an appendix. .

Purpose AND JUSTIFICATION

State the purpose of your study or area of inquiry. Explain the need for your study and justify why it should be completed. 
Research Question:      
State the research question that your study will address.
Research question should guide the design, method, and analytical plan

Research Objective(s):      
Objectives are action items (i.e., “to investigate”, “to examine”) describing what your research is going to do.  You may have a primary objective and secondary, tertiary, etc. objectives.
Objectives should be specific and measurable.

Objectives should guide the design, method, and analytical plan.
Research Hypothesis(es):      
Hypotheses are explicit statements of the results that you expect to see (i.e., drug A will lead to higher occurrence of disease X).  The need for a hypothesis is specific to the research question.  
METHODS

Study Design:      
· Include research design (e.g., observational; experimental: pre-test, post-tests control group design). 
· Justify how the study design will meet the stated objectives.

· Consider compatibility with research questions/objectives.  

· Consider the transferability of the findings.
Sampling Design and Subject Selection:      
· Include frame (e.g., outpatient clinic, hospital), method (non-probability sampling (convenience) and probability sampling (random)).
· Describe the study population (i.e. prevalence/incidence statistics as applicable) and the overall characteristics of the study sample.
· Include the number of eligible subjects available per month/year with the proportion that is estimated may consent to participate (e.g., approximately 100 patients are seen per month at a specified clinic and approximately 50% of those patients may agree to participate in this study).
· In multicentre studies, include the number of sites involved.
Inclusion Criteria: 

1.        
2.        
3.        
Exclusion Criteria: 

      1.      
      2.      
      3.      
    5. Inability to provide informed consent

    6. Currently enrolled in any other research study involving drugs or devices

Method of Recruitment:      
Describe how subjects will be recruited, including: 
· how prospective subjects will be identified,
· the source of the contact information, 
· how initial contact will be made and by whom, 
· selection and/or recruitment procedures for cases or controls (if applicable).
Informed Consent:      
Describe the following: 

· who will explain the consent form, 
· who will obtain the consent if different from above (consent cannot be obtained by an investigator who is also in the position of providing care to the prospective subject; a third party must obtain consent, i.e. research coordinator)   
· the exact steps used in the consent process including where the consent will be obtained, and under what circumstances, and how long the subject will have to decide whether or not to participate. 
Study Procedures
Randomization:      
Intervention:      
· Include time line and intervals when applicable.
· Identify what is standard and non-standard care where possible
Study Visits:      
· Identify all procedures, including procedure outcome, length of visit, how many visits and over what period of time. 
· Identify data to be collected at each visit.
Follow-up Visits:      
· Time line and type of data collected specific for each visit.
· Rationale for follow up time intervals (e.g., baseline, 3 months, and 6 months).

· Include an estimate for total time involved per visit.
Data Collection:      
· Include all data collection tools.
· Include site selection for data collection.
· Include time frame of the data collection.
· Describe validity of data collection tools – i.e. are they standardized.
· Describe reliability of data collection tools – i.e. are they standardized.
Measures: 
· Describe all measures to be used in the study indicating if they are response (measure of interest), explanatory (factor potentially associated with measure of interest), other (demographics etc.). 
· For response measures clearly state the primary or secondary outcome measures.

· Include the operational definition of all variables (describing how a particular variable is to be measured/used in your study). Example: Obesity is measured using BMI. BMI is defined as weight in kilograms over the square of the height in meters (kg/m²).  
· Include the level of measurement (binary, nominal, ordinal, continuous) and scale/score range (e.g., 1-10), when applicable, indicating the meaning of the score range.  For example, a score of 1 indicates low (1= low) and 10 is high (10=high) on the measure of interest.

· Include the person reporting on the tools (e.g., self-reported, patient-reported), if applicable.
· Include source of evidence for the measures selected, validity and reliability of the ‘response’ measure. 
· Describe how the variable is used in the analysis (a variable may be collected as a continuous variable, but may be used at a different level of measurement (recode a continuous variable into a binary, using specific cutoffs).
Analytical Plan 
Sample Size
· Indicate how many subjects you will recruit for the study: total number and subgroups (if applicable). 

· Provide the method used and rationale in determining the sample size. 

· If recruiting both cases (i.e. subjects receiving a treatment or intervention) and controls, specify how many in each group.  

· Specify the sample size and power calculation. 

· Always consider available resources in determining the sample size.

Statistical Plan
· Explain how missing data and outliers will be handled in the analyses. 
· Include the variables to be analyzed, the time point(s) (e.g., at baseline), and how these are to be reported (e.g., means, standard deviations, proportions).
· Specify any confounding variables for which it is anticipated adjustment will be made. 
· Include detailed and separate plans for the statistical analyses of the primary and secondary outcomes. Be specific (e.g., the primary objective will be evaluated through X statistical procedure using time 2 of the outcome measure while the secondary outcome will be evaluated using Y procedure).
· Include the data time point used in the specific analysis (when applicable with follow up data). 

· Include brief description of the statistical tests not just the names (e.g., t-test will allow us to explore mean differences between subjects on X variable).

· Consider the assumptions of the statistical test used.

· Include the level of significance used in a specific test.

· Include the statistical software and version (if known).
Ethical considerations

Potential Benefits:      
Potential Risks:      
Subject Safety Provisions:      
· Describe procedures to monitor for potential risks and how these will be recorded throughout the study (i.e., adverse event assessments during study visits). 
· Describe provisions made to break the code of a double-blind study in an emergency situation and indicate who has the code. 
· Describe the data monitoring procedures while the research is ongoing. 
· Describe circumstances under which the study could be stopped early.
Ethics Approval:      
Indicate Research Ethics Board(s) that the protocol will be submitted to.  Confirm that once approved, the study will be conducted in accordance to the appropriate Research Ethics Board(s)’ policy.

Plans for Publication and conference presentations:

Are there plans for publications or conference presentations?
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