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	FRASER HEALTH DEPARTMENT OF EVALUATION AND RESEARCH SERVICES (DERS)

Protocol Template for Chart Review Research*
Instructions to Clients:  Fill-in relevant sections for your research protocol and delete instructions 
Differences between a research proposal and a research protocol

Proposal

Protocol

Purpose

Obtain funding

A 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




*Chart review research: research that relies on data retrieved from medical records (electronic or hardcopy) for an individual or group of patients.
Title: 

Write title as a statement rather than a question

Study Protocol
Version 

Date 
After the initial approval from the Fraser Health Research Ethics Board, every change in the protocol requires a protocol amendment and change of version/date

Study Site(s) 

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:  
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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?
· 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, decision-makers or patients, potential benefits to patients, health services, relevance to current policies and procedures.
· 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, measurable, attainable and time-bound.

Objectives should guide the design, method, and analytical plan.
METHODS

Study Design: 
· Describe the design for the chart review (e.g., Case Series, Case-Control, Matched Case-Control, and Cohort).
· Justify how the study design will meet the stated objectives.

· Consider the transferability of the findings.
Sampling and Sample description: 
· Describe the method for selecting charts: convenience, quota, random or systematic sampling.
· Describe the study population (i.e. prevalence/incidence statistics as applicable) and the overall characteristics of the study sample.
· Indicate how many charts are available and an estimate of eligible charts (meeting study inclusion and exclusion criteria).
· State the sample size.
· Provide the method used and rationale in determining the sample size.
· Describe how potential charts will be identified and from where (e.g., Health Records (meditech), NSQUIP; Health & Business Analytics; PopData).
· Include criteria used to identify eligible records.
· If selecting both cases and controls, specify how many in each group.
· Always consider available resources (time, costs, and trained researchers) in determining the sample size.
· Discuss the feasibility of achieving the required sample size.
· In multicentre studies, include the number of sites involved.
Sample Inclusion Criteria: 

1.   
2.   

3.   

(Add more items as required)

Sample Exclusion Criteria: 

      1. 

      2. 

      3. 

(Add more items as required)

Intervention 

· Describe the intervention in detail.
· Include time line and time period when applicable.
· Identify what is standard and non-standard care where possible.
Data Collection
· Identify data sources.
· Include services needed from other departments.
· Describe all data points (if applicable).
· Indicate who will identify eligible records and who will have access to the records.
· Create and include data dictionary and data abstraction forms/tools.
· Include data abstraction protocols and guidelines to instruct abstractors in the collection of data: e.g., where and how data is collected, describe rules for coding data, handling ambiguous or conflicting information, and management of missing data.
· Describe data to be collected (provide detailed definitions for all data abstracted.
· Note. Examples of a data dictionary and data extraction forms are available when requested.
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.

· 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 (e.g. recode a continuous variable into binary, using specific cutoffs)).
Note.

· Remember that the type and scope of data collected is limited to what is available in the charts.

· Ensure that the data you require is available in the charts.
· Ensure that the definition of measures used by researchers is consistent with how the data is collected and entered in the different data sources.
Reliability 
· Ensure that data abstractor(s) remain blinded to the study hypothesis.
· Describe the training plan for the abstractors for using the abstraction forms/tools (to ensure standardized training).
· Describe the plan for maintaining inter-rater reliability for the data abstraction tools/instruments and for the individual abstractors (pilot study and/or random checks).
· Develop a protocol for handling missing or incomplete data. This should be completed before data collection begins.
Statistical Plan
· Clearly identify the dependent and independent variables when applicable.
· 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(s) while the secondary outcome(s) 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
· Describe the data monitoring procedures while the research is ongoing. 

· Describe the process by which subjects and their health information will be managed to ensure confidentiality.

ETHICS APPROVAL
PLANS FOR PUBLICATION AND CONFERENCE PRESENTATIONS 
Are there plans for publications or conference presentations?
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