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Sample Protocol 

This document has been created to assist researchers in developing a study protocol that presents a study in a consistent manner to all parties involved in the conduct and review of the study.  It shall be noted that the document only provides general recommendations and is intended to be used as a tool when a study protocol should be created by the study team. It is not a mandatory requirement to use or replace an already existing study protocol with this template. Please note that text within the document presents guidance, instructions, and examples and should either be replaced with information applicable to the specific study or deleted.  

STUDY PROTOCOL
[FULL TITLE]

(Application Form and the Protocol must have identical title)

[INVESTIGATOR]

[INSTITUTION]

Protocol Version # XX
Date (Day/ Month/Year):
List of Abbreviations/ Terminology (in alphabetical order)
Protocol Summary

Full Title

If applicable:  Short Title

Sample Size 

N= If the study includes more than one cohort- include total and sample size per cohort 

Study Population 

A brief description such as health status (e.g. healthy volunteers; HIV-positive;  breast cancer patients stage II-III; etc)  

Study Design

An overview of the study design including type of the study. 

The following to consider: 
Retrospective- when all required for the study data are already, by the time the study starts, available in an appropriate database/medical charts/other sources. 

Prospective- when data will be collected from subjects after the study is approved.
Study Data Period 
Start Date- End Date (dates for data availability) 
“Start Date” and “End Date” define the period of data collection and not the duration of the research project.

Start Date- date when the earliest piece of data on the study subject(s) become available in an appropriate database/medical charts/other sources.
End Date- date when latest piece of data on the study subject(s) would be/ become available in an appropriate database/medical charts/other sources.
The following to consider: 

For retrospective data collection the End Date is expected as not being past the submission’s date of the project for REB review).
Primary Objective

1.0 General Information
1.1 Name and title of the investigator(s) who is (are) responsible for conducting the study, and the address and telephone number(s).

If applicable:

1.2 Name and address of the sponsor.

1.8 Name(s) and address(es) of the institutions involved in the study where the data could be transferred.

2.0 Background Information 
2.1 A summary of findings from previous studies/current knowledge in the area that potentially have significance, references to literature and data that are relevant to the study and that provide background for the study and/or lead to the conduct of this study.

The following to consider: 

· Current knowledge in the area (with references provided)

2.2. Rationale for the study 

The following to consider: 

· Rationale for the conduct of the research 
· Importance of the conduct of the research
· What will be addressed by the study results   
3.0 Study Objectives and Hypothesis 

A detailed description of the objectives and the purpose of the study.
3.1. Primary objective 
If applicable:
3.1  Secondary objectives
3.1 Exploratory objectives
3.2 Study hypothesis.

4.0 Study Design

4.1. Study Design 

4.2 A description of the data to be collected  
4.3 The identification of any data to be recorded directly on the Data Collection Form (i.e. how data will be identified in the study database)  

5.0 Selection of Subjects

5.1 Subject inclusion criteria.

5.2 Subject exclusion criteria.

The following to consider: 

· Characteristics of patients (e.g., gender, age, weight, education, race and/or ethnic background, social and economic status, pregnancy and lactation, use of tobacco, use/abuse of alcohol or drugs, diet and nutritional status, physiological limitations and genetic history, surgical or  anatomical limitations,  hypersensitivity to medicine or test, other medicine and non-medicine allergies, emotional status etc.) 

· Characteristics of the disease and its treatment (e.g., disease being evaluated, therapies, concomitant medicines, previous treatment, history of other diseases, present clinical status, previous hospitalizations etc.)
· Environmental and other factors (e.g., participation in clinical trial, occupation, geographical location, etc.)
If applicable:

5.3 Withdrawal of Data 
5.3.1 Data withdrawal criteria 
(a) When and how to withdraw data from the study

(b) Whether and how data are to be replaced
6.0 Risks/Benefits  

A summary of the known and potential risks and benefits, if any, to human subjects.

The following to consider: 

· Risks to the subjects/community/public/institution 

· Benefits to the subjects/community/public/institution 

7.0 Statistics

7.1 A description of the statistical methods to be employed.

7.2 Sample size and the reason for choice of sample size, including reflections on (or calculations of) the power of the study and justification.

8.0 Direct Access to Source Data/Documents

A description of the parties allowed having direct access to the study related documents/ source data/study database (e.g. for data collection, monitoring, audits, REB review, etc.).
9.0 Quality Control and Quality Assurance Procedures

A description of a Quality Control system for review of all source documents and study data to ensure accuracy and completeness. 

10.0 Ethics

Description of ethical considerations relating to the study.

10.1 Consent process. If waiver of consent is required, sufficient justifications must be provided. 
The following to consider: 

Consent waiver- an exception to the requirement that researchers seek consent from participants prior to the conduct of research. 
Conditions for consent waiver

In general, alteration to consent’s requirements is necessary to address the research question and that the lack of prior consent will not have an adverse impact on the welfare of participants; and there are the benefits of the research, whether direct, indirect or societal. (more information is available in TCPS 2, Article 3.7A at http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter3-chapitre3/ )
The following to consider when applying for consent waiver: 

· Does a study involve no more than minimal risk?
· Are individuals already consented for future use of their data?
· Are data already collected (retrospective study design)? 
· Is there any potential for identification? 
· Will there any intervention (including administration of surveys/questionnaires) for the study purposes be performed?
· Is it possible or practical to carry out the research if consent is required? 
For Example:
· What would be the number of charts required for the study (e.g. several- obtaining consent might be possible, thousands- obtaining consent, more likely, could not be feasible) 
· Disease (& its status) of the study population (e.g., terminally ill patients not attending clinic vs. patients with chronic disease attending clinic on a regular basis)   
“Impracticable” refers to undue hardship or onerousness that jeopardizes the conduct of the research; it does not mean mere inconvenience. 

More information is available in TCPS 2, Article 5.5 A at http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter5-chapitre5/ch5_en 
If applicable:
11.1.1 A description of how and by whom potential study participants will be identified. 

11.1.2 A description of who will make initial contact with potential research participants regarding the study.

11.1.3 A description of who will obtain consent from research participants.

If applicable:

11.1.3.1 Re-consenting procedure during the study if new information becomes available.

11.2 A statement of review and approval of the study by the Research Ethics Board before any study related activities commenced.

11.3. A statement of review and approval of any amendment to the study by the Research Ethics Board before any changes implemented.

11.0 Data Handling and Record Keeping

11.1. A description of the process for data recording to ensure accuracy, completeness, legibility, and timeliness of the data. 

11.2 A description of where the data will be recorded. 

11.3 The identification of any data to be recorded directly on the Data Collection Form (i.e. how data will be identified in the study database).
11.4 A list of any direct identifiers that will be recorded in the study Master list.  
The following to consider: 

For non-clinical studies, all records and documents pertaining to the study are expected to be retained by the study site at UHN for 10 years (if more or less, the rationale should be provided) from the completion of the study.

If applicable:

11.4  A transfer of data: where, how, how study data will be identified etc.  

If applicable:
12.0 Commercialization

13.0 Publication Policy, only if not addressed in a separate agreement.
13.0 Supplements 

14.0 References
Version Date: Day/Month/Year e.g. 14 December 2021
Page 1 of 6

