[bookmark: _Hlk119274380]Template Version Date: August 2023

[bookmark: _Hlk119274523]PROTOCOL TEMPLATE – PROSPECTIVE OBSERVATIONAL RESEARCH 

This protocol template is intended for general observational research studies. If your study involves the use of secondary use of data/samples ONLY, please use the WCH Secondary Use of Data or Samples/Retrospective Chart Reviews Protocol Template. If your study is a clinical trial, please use the WCH Clinical Trials Protocol Template.

This page is for instructional use only. Please do not include this page when submitting your protocol.

The purpose of this document is to provide a template for WCH investigators to use when WCH is the lead site. This protocol template was created to meet regulatory and institutional standards, and has been adapted from the CAMH General Research Protocol Template (Version Date: 28-Jun-2022) and the SickKids Protocol Template: Prospective Observational Study (Template Version: April 22, 2020).
For queries related to the use of this template, contact the Research Ethics Office at ethics@wchospital.ca.

INSTRUCTIONS ON USING THIS TEMPLATE
It is important to include all applicable sections of the template in your protocol. Do not change the order of sections. For sections that are not applicable to your research study, please include the heading but enter “Not applicable” under it.

Instructional text: This text provides context and guidance on what should be included within the section and should be deleted/replaced prior to submitting your protocol. This instructional text is presented in italics throughout this document. Notes for consideration by the study team are highlighted in red.

Sample text: This text includes suggested wording to be used within your protocol, although it can be modified by you to fit your protocol. This suggested text will be presented in turquoise highlight throughout this document. 
 
Version control is important to track protocol development, revisions and amendments. Please ensure that the protocol version date is tracked in the lower left hand corner of the document.
Note: this table should list key members (PIs, Co-Is) of the research team. An entire list of all persons who will have access to study information, why their access is necessary, their roles in relation to the research, and their related qualifications, should be maintained in a separate delegation log for each study team.




[bookmark: _Hlk142479817]<TITLE OF THE PROTOCOL>

	Principal Investigator:
	List PI’s name, position, affiliation


	Additional Investigators:
	List investigator’s name, position, affiliation


	Study Site(s):
	List all sites involved in study (e.g., include sites conducting study activities, providing data storage or analysis, or sites data/samples are being shipped to or from)


	Funded/Sponsored By:
	Insert Funding source (e.g., CIHR, PSI, etc.) 

	Version Number
	<x.x>

	Version Date [DD/MMM/YYYY]
	All versions must have a date. Version date must be updated with each amendment. Use the international date format (day month year) and write out the month (e.g., 24 May 2020).
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[bookmark: _Toc85442312][bookmark: _Toc142993369]STATEMENT OF COMPLIANCE
Statement of Compliance

The Principal Investigator (PI) will assure that no deviation from, or changes to the protocol will take place without prior agreement from the sponsor and documented approval from the Research Ethics Board (REB), except where necessary to eliminate an immediate hazard(s) to the study participants. 

The protocol, informed consent form(s), recruitment materials, and all participant materials will be submitted to the REB for review and approval. Approval of both the protocol and the consent form(s) must be obtained before any participant is enrolled. Any amendment to the protocol or consent materials will require review and approval by the REB before the changes are implemented to the study. All changes to the consent form will be REB approved; a determination will be made regarding whether a new consent needs to be obtained from participants who provided consent, using a previously approved consent form.


WCH Principal Investigator:
Name: 	 	
Signed: 	 		 Date: 	 	[image: This name line indicates where a Principal Investigator would enter their name. ]
<DD Month YYYY>




[bookmark: _Toc85442313][bookmark: _Toc142993370]LIST OF ABBREVIATIONS
Include a list of abbreviations used within the research protocol. A sample list is included below:
AE		Adverse Event
CRF 		Case report form(s)
GCP 		Good Clinical Practice
ICF 		Informed consent form
PHI		Personal Health Information
PHIPA	Personal Health Information Protection Act
PI		Principal Investigator
TCPS 2	Tri-Council Policy Statement 











[bookmark: _Toc142993371]RESEARCH STUDY SUMMARY

	Title
	Full title of research study.

	Short Title
	Shortened title, if applicable.

	Study Description
	Provide a short overview of the protocol, study design, including sample size, study groups, schedule of interventions, schedule for specimen or data collection, and analyses to be performed.
This summary should be only a few sentences in length. A detailed schematic describing all visits and assessments should be included in the Schematic of Study Design. 

	Research study Duration
	Estimated time (in months) from when the research study opens for enrollment until closure with the REB.

	Participating site(s)
	Description and number of participating sites enrolling participants.  

	Objectives
	Brief statement of primary and secondary research objectives.

	Participant Population, Selection Criteria
	Inclusion and Exclusion criteria. 

	Number of Participants/Sample size
	Number of participants/sample size/charts anticipated for the entire research study.

	Participant Duration
	Time it will take for each individual participant to complete all participant observation(s).

	Statistical Analysis
	A brief description of the main elements of the statistical analysis to be used in the research study. 

	Data and Safety Monitoring Plan
	Describe who is responsible (e.g. PI) for data quality management and ongoing assessment of the study conduct. 










[bookmark: _Toc142993372]Schematic of Study Design 
The diagram below shows a sample format and the level of detail needed to convey an overview of a study design. Complete each text box with study-specific information and adapt the diagram to illustrate your respective study design. The time point(s) indicated in the schematic should correspond to the time point(s) in Section 7 of the protocol, Study Procedures / Evaluations, e.g., Visit 1, Day 0; Visit 2, Day 30 ± 7; etc.

Total N: Obtain informed consent. Screen potential participants by selection criteria; obtain history, document.

Prior to 
Enrollment


Perform Initial Assessments
(List specimens to be collected, examinations, imaging or laboratory assays to be performed, and questionnaires to be completed) 


Visit 1 
Time Point



Visit 2 Follow-up Assessments
(List specimens to be collected, examinations, imaging or laboratory assays to be performed, and questionnaires to be completed)

Time Point





Follow-up Assessments
(List specimens to be collected, examinations, imaging or laboratory assays to be performed, and questionnaires to be completed)


Visit 3
Time Point




Visit XFinal Assessments
List analyses to be performed


Time Point… 







[bookmark: _Toc34214407][bookmark: _Toc38447073][bookmark: _Toc159483593]
[bookmark: _Toc142993373]Schedule of Activities (SOA) 
The schedule of activities must capture the procedures at each study visit, and all contact, with study participants (e.g., telephone contacts). Do not add unnecessary procedures to the study; procedures should contribute to participant eligibility, study objectives and endpoints or for compliance and safety evaluations.

When planning study procedures, be clear as to which procedures are being conducted and when. This has an impact on the study budget and billing. Consider adding a footnote to identify all procedures that are part of standard of care.

Allowable windows should be stated for all visits. To determine the appropriate windows, consider feasibility and relevance of the visit time points to study endpoints. 

The schedule below is as an example and should be modified as appropriate to reflect the study design, visit schedule and procedures. 

[Guidance and example use noted in blue]

	Activity
	Visit Name
[Day or Mo #, 
Window]
	Visit Name
[Day or Mo #, 
Window]
	Visit Name
[Day or Mo #, 
Window]
	Visit Name
[Day or Mo #, 
Window]
	Visit Name
[Day or Mo #, 
Window]
	Visit Name
[Day or Mo #, 
Window]

	Study team procedures
	 
	 
	 
	 
	 
	 

	Informed Consent
	X
	
	
	
	
	

	Medical History
	X
	
	
	
	
	

	Physical Exam
	X
	X
	X
	X
	X
	X

	Vitals signs
	X
	X
	X
	X
	X
	X

	Participant Survey
	X
	
	X
	
	
	X

	Cardiology assessments
	
	
	
	
	
	

	 Electrocardiogram
	X
	
	X 
	
	
	X

	 Doppler flow echo cardiogram
	X
	
	X
	
	
	X

	Laboratory Assessments
	
	
	
	
	
	

	 Chemistry panel
	X
	X
	X
	X
	X
	X

	 AST and ALT
	X
	X
	X
	X
	X
	X

	Imaging Assessments
	
	
	
	
	
	

	 Chest X-ray
	X
	
	X
	
	
	X





[bookmark: _Toc34214408][bookmark: _Toc38447074][bookmark: _Toc481138575][bookmark: _Toc142993374]Key Roles 
Provide a list of the persons, and / or groups serving in key roles in the conduct or oversight of the study. This should include the PI and site investigators. 
Include the following information for each investigator: 
Name, degree, title 
Institution Name 
Address 
Phone Number
Email 

1.0 [bookmark: _Toc85442315][bookmark: _Toc142993375]
INTRODUCTION

The following subsections should include relevant background information and rationale on the research study. This should be an overview (e.g. approximately 1-3 pages). Only include sections that are relevant to the research study. 
1.1 [bookmark: _Toc85442316][bookmark: _Toc142993376]Background Information
This section should contain a background discussion of the condition to be observed. Include the following:
· The name and description of the health problem that the study will observe. 
· Discussion of important literature (i.e., clinical, epidemiological and / or public health) and pediatric data that are relevant to the study that provide background for the study (reference citations should be listed in Section 15, References).
· A brief discussion of the study’s overall goal.
· Importance of the study and any relevant treatment issues or controversies
1.2 [bookmark: _Toc142993377]Rationale
State the problem or question under study (e.g., describe the disease and current limitations of knowledge or therapy). Include a statement of the hypothesis. Include a justification for the selection of study population. Describe the rationale for the type and selection of control (e.g. no treatment or historical). Discuss known or potential problems associated with the control arm chosen in light of the specific disease being studied.
.
1.3 [bookmark: _Toc89426491][bookmark: _Toc89426859][bookmark: _Toc89427221][bookmark: _Toc89427579][bookmark: _Toc89434945][bookmark: _Toc89426492][bookmark: _Toc89426860][bookmark: _Toc89427222][bookmark: _Toc89427580][bookmark: _Toc89434946][bookmark: _Toc85442320][bookmark: _Toc142993378]Potential Risks
Include a discussion of known potential risks, e.g. risk of breach of confidentiality. Relevant published literature that may provide relevant risk information. Describe in detail any psychological, social, legal, economic, or any other risks to participants by virtue of participation in the study that the PI foresees, addressing each of the following:
· Immediate risks
· Long-range risks
· Rationale for the necessity of exposing human participants to such risks.
· Why the value of the information to be gained outweighs the risks involved?

1.4 [bookmark: _Toc142993379]Potential Benefits
Include a discussion of known potential benefits from either clinical or nonclinical studies. Published literature may provide potential and relevant information. 

Describe, in detail, any potential benefits to participants or society that the PI foresees, addressing each of the following:
· Immediate potential benefits
· Long-range potential benefits

Note: Payment to participants, whether as an inducement to participate or as compensation for pain and inconvenience, is not considered a “benefit.” Provision of incidental care is also not to be considered a benefit.

2.0 [bookmark: _Toc142480359][bookmark: _Toc142484526][bookmark: _Toc142554473][bookmark: _Toc142556185][bookmark: _Toc142480360][bookmark: _Toc142484527][bookmark: _Toc142554474][bookmark: _Toc142556186][bookmark: _Toc142480361][bookmark: _Toc142484528][bookmark: _Toc142554475][bookmark: _Toc142556187][bookmark: _Toc89426494][bookmark: _Toc89426862][bookmark: _Toc89427224][bookmark: _Toc89427582][bookmark: _Toc89434948][bookmark: _Toc85442321][bookmark: _Toc142993380]OBJECTIVES AND PURPOSE
Note: if your team intends to use information collected through this study to establish a resource for future research, this must be reflected in the study’s objectives. Do not include statistical analysis here. 

Provide a detailed description of the primary objective(s) and any secondary objective(s) of the study. An objective is the reason for performing the study in terms of the scientific question to be answered. The primary objective is the main question. Also, the primary objective generally drives statistical planning for the study (e.g., calculation of the sample size to provide the appropriate power for statistical testing). 

Secondary objectives are goals that will provide further information on the health condition that is the focus of the study.


2.1 [bookmark: _Toc142554477][bookmark: _Toc142556189][bookmark: _Toc85442322][bookmark: _Toc142993381]Primary Objective
An objective is the purpose for conducting the research study in terms of the scientific question to be answered. Express each objective as a statement of purpose (e.g., to determine, to compare, to evaluate) and include the general purpose. 

Specify the primary outcome measures of this study. In the tables, give precise definitions of the outcome measures used to address the study’s primary objective(s). 

	Objective
	Brief Description / Justification of Outcome Measure
	Outcome Measured By
	Time Frame

	<Insert text>
{The primary objective is the main question. This objective generally drives statistical planning for the study (e.g., calculation of the sample size to provide the appropriate power for statistical testing).}
	<Insert text>
{Briefly explain why the outcome measure was chosen. The primary outcome measure’s importance and role in the analysis and interpretation of study results should be clear. The primary outcome(s) is the basis for concluding that the study met its objective. Generally, there should be just one primary outcome that will provide a clinically relevant, valid, and reliable measure of the primary objective. Additional primary outcomes may require an adjustment to the sample size calculations and p-value threshold.}
	<Insert text>
{Briefly state how the primary outcome measure will be assessed (e.g., instrument name, biomarker assay, radiograph).}

	<Insert text>
{Include the study visits or time points at which each primary outcome measure will be assessed.}




2.2 [bookmark: _Toc85442323][bookmark: _Toc142993382]Secondary Objective(s) (if applicable)
Specify any secondary outcome measures, i.e., the measurements or observations used to describe the patterns of diseases, traits or associations with exposures, risk factors, and / or treatment. Include the study visits at which the biospecimens, images or other data will be obtained and the specific laboratory tests or other analytical measures to be used.

Outcome measures should be prioritized and should correspond to the study objectives and hypotheses being tested.

	Objective
	Brief Description/Justification of Outcome Measure
	Outcome Measured By
	Time Frame

	<Insert text>
{Briefly state the secondary objective(s). The secondary objective(s) are goals that will provide further information on the health condition that is the focus of the study.}
	<Insert text>
{Briefly explain why the outcome measure was chosen. It is recommended that the list of secondary outcome measures be short, because the chance of demonstrating an effect on any secondary outcome measures after appropriate correction for multiplicity becomes increasingly small as the number of endpoints increases.}  
	<Insert text>
{Briefly state how the secondary outcome measure(s) will be assessed (e.g., instrument name, biomarker assay, radiograph).}

	<Insert text>
{Include the study visits or time points at which each secondary outcome measure will be assessed.}



3.0 [bookmark: _Toc142554480][bookmark: _Toc142556192][bookmark: _Toc142554481][bookmark: _Toc142556193][bookmark: _Toc85442324][bookmark: _Toc142993383]STUDY DESIGN
3.1 [bookmark: _Toc85442325][bookmark: _Toc142993384]Overall Design
Include a brief paragraph or bulleted text describing the study design. This section should include:
· A brief description of the type / design of study to be conducted [e.g., cross-sectional, cohort, case-control, case-only, case-crossover, ecological or community study, or other]; state if it is a multicenter study.
· A brief description of the study population (e.g., health status, inpatient / outpatient, demographic groups), sample size and characteristics of different study groups, if applicable. 
· A brief discussion of the rationale for design features.
· A brief description of the study timeline, including approximate time to complete enrollment and expected duration of participant’s participation).
· A brief summary of data collection methods for the assessment of study objectives 
· Other protocol-specific details, such as centralization of evaluations (e.g., central laboratory or central reading center for clinical images).
· If the study requires that study staff (investigator, examiner, laboratory personnel, etc.) be masked with respect to the study group of a research participant, specimen, or image, state how masking will be maintained.
3.2 [bookmark: _Toc142554484][bookmark: _Toc142556196][bookmark: _Toc142554485][bookmark: _Toc142556197][bookmark: _Toc142554486][bookmark: _Toc142556198][bookmark: _Toc142554487][bookmark: _Toc142556199][bookmark: _Toc142554488][bookmark: _Toc142556200][bookmark: _Toc142554489][bookmark: _Toc142556201][bookmark: _Toc85442326][bookmark: _Toc142993385]Duration of Study Participation 
This refers to the duration of the study participants’ participation and not simply the duration of the study. This should include screening, observational phase, and any follow up time period. 

3.3 [bookmark: _Toc85442327][bookmark: _Toc142993386]Total Number of Participants and Sites
Include the number of participants that will be enrolled at WCH and the number of participants that will be enrolled elsewhere, if applicable. 


Sample Text:
Recruitment will end when approximately ___ participants are enrolled. It is expected that approximately ___ participants will be enrolled in order to produce ___ evaluable participants.

[bookmark: _Toc85442328][bookmark: _Toc142993387]4.0   PARTICIPANT SELECTION AND WITHDRAWAL
[bookmark: _Toc85442329][bookmark: _Toc142993388]4.1     Target Population
This section should summarize the target recruitment population (or population from which medical charts will be accessed) to answer the research question. 
If applicable, provide justification for the enrollment of potentially vulnerable participants (e.g. pregnant women, children, those with impaired decisions making abilities, etc.). 
0. [bookmark: _Toc85442330][bookmark: _Toc142993389]Participant Recruitment and Screening
Describe general strategies for participant recruitment and retention. Include details as to whether the recruitment plan proposes to use any WCH media services and social media.

Describe how participants will be identified and recruited for the study.  The identification of participants must protect their privacy.  Privacy refers to individuals and their interest in controlling the access of others to themselves.  Include the following:
· The time and place where informed consent will take place
· The nature of the information participants will be asked to give about themselves
· Who will receive and use the information

For example, individuals might not want to be seen entering a place that might stigmatize them.
If you are using EPIC information for recruitment purposes, discuss: 
· How the data will be gathered from EPIC. 
· How the data will be used (be specific regarding the purpose e.g. participant identification, informing participants, initial discussion of participant eligibility, etc.)?
· All data points and Personal Health Information (PHI) that will be used for the search.
· When the data will be discarded after use and how the data will be discarded.
· Parameters (how many times the study team will search EPIC over the course of the study and / or how often queries regarding eligible participants will run during the course of the study).
· The method used to notify the treating physician (if any, and if no explain why)?
· A description of how the potential participant will be contacted (email, phone, text, mailed letters etc.). 

If the study requires long-term participant participation, describe procedures that will be used to enhance participant retention (e.g., multiple methods for contacting participants, visit reminders, incentives for visit attendance). 

In addition, consider inclusion of the following information as applicable:
· Anticipated accrual rate;
· Source of participants. Examples include:
· WCH clinics
· External healthcare providers or community partners
· General public
· Types of recruitment strategies planned. Examples include:
· Advertisements including brochures, flyers, posters, videos, and/or social media or other web-based recruitment tools
· Introduction from community partners
· Referrals from clinicians/circle of care or other healthcare providers
· Survey panels 
· Snowball sampling
· Listserv
· Pre-screening procedures, if applicable;
· How potential participants will be identified and approached; and
· If participants will be compensated or reimbursed for study participation, describe amount, form/type (e.g. cash, e-gift cards), timing, to whom it will be provided (e.g. participant, substitute decision-maker (SDM)) and any limitations (e.g. provision of receipts, maximum amounts) of such compensation in relation to study activities (include financial and non-financial compensation).  

0. [bookmark: _Toc119413844][bookmark: _Toc119510293][bookmark: _Toc119413845][bookmark: _Toc119510294][bookmark: _Toc119413846][bookmark: _Toc119510295][bookmark: _Toc119413847][bookmark: _Toc119510296][bookmark: _Toc119413848][bookmark: _Toc119510297][bookmark: _Toc119413849][bookmark: _Toc119510298][bookmark: _Toc119413850][bookmark: _Toc119510299][bookmark: _Toc119413851][bookmark: _Toc119510300][bookmark: _Toc119413852][bookmark: _Toc119510301][bookmark: _Toc119413853][bookmark: _Toc119510302][bookmark: _Toc119413854][bookmark: _Toc119510303][bookmark: _Toc119413855][bookmark: _Toc119510304][bookmark: _Toc119413856][bookmark: _Toc119510305][bookmark: _Toc119413857][bookmark: _Toc119510306][bookmark: _Toc85442331][bookmark: _Toc142993390]Equity, Diversity and Inclusion Considerations
Equity, Diversity and Inclusion (EDI) considerations are important to factor in research study design to ensure ethically sound and rigorous research results are obtained, and these results are impactful and relevant to the diversity of the Canadian population. Research studies that do not consider EDI principles in their design can lead to inaccuracies and misinterpretations of the results. 

Specifically, CIHR indicates the use of “Gender-based analysis plus (GBA+)”. 
GBA+ is an analytical process used to systematically examine how differences in identity factors such as sex, gender, race, ethnicity, religion, age and mental or physical disability, affect the outcomes of research and the impacts of research findings. 

Examples of EDI questions to consider when designing your research study:
· Are sex (biological) considerations taken into account in the research design, methods, analysis and interpretation, and/or dissemination of research findings? 
· Are gender (sociocultural) considerations taken into account in the research design, methods, analysis and interpretation, and/or dissemination of research findings? 
· Are race and ethnicity considerations taken into account in the research design, methods, analysis and interpretation, and/or dissemination of research findings? 
· If the research is using population/sample data, can that data be disaggregated by identity factors to determine differences between groups?
· Is there diversity in the work that is referenced in supporting/secondary research?
· Are other identity factors taken into account in the research design, methods, analysis and interpretation, and/or dissemination of research findings?
· Does the research engage or involve Indigenous Peoples using best practices and established guidelines? 
If you answered "Yes" to any of these questions: Describe how identity factors will be considered in your research protocol.
If you answered "No" for one or more questions: Explain why identity factors are not applicable in your research protocol.
0. [bookmark: _Toc85442332][bookmark: _Toc142993391]Inclusion Criteria
Inclusion criteria are characteristics that define the population under study, e.g., those criteria that every potential participant must satisfy, to qualify for study entry. Provide a statement that individuals must meet all of the inclusion criteria in order to be eligible to participate in the study and then list each criterion. 

Create a numbered list of criteria that an individual must meet to be eligible to participate in the study. 
Some criteria to consider for inclusion are provision of appropriate consent and assent, willingness and ability to participate in study procedures, age range, gender, health status, diagnosis or symptoms, background medical treatment, and laboratory ranges. Additional criteria should be included as appropriate for the study design and risk.

Sample Text:
In order to be eligible to participate in this study, an individual must meet all of the following criteria:
· 

0. [bookmark: _Toc142993392]Exclusion Criteria
Exclusion criteria are characteristics that make an individual ineligible for study participation. Provide a statement that all individuals meeting any of the exclusion criteria at baseline will be excluded from study participation and then list each criterion. Limited English proficiency cannot be an exclusion criterion. 

Create a numbered list of criteria that would exclude an individual from study enrollment. Some criteria to consider for exclusion are pre-existing conditions or concurrent diagnoses, concomitant use of medication(s) or devices, other factors that would cause harm or increased risk to the participant or close contacts or preclude the participant’s full adherence with or completion of the study. Additional criteria should be included as appropriate for the study design and risk.

Sample text: 
An individual who meets any of the following criteria will be excluded from participation in this study:
· 
0. [bookmark: _Toc142554498][bookmark: _Toc142556210][bookmark: _Toc142554499][bookmark: _Toc142556211][bookmark: _Toc142554500][bookmark: _Toc142556212][bookmark: _Toc142554501][bookmark: _Toc142556213][bookmark: _Toc142554502][bookmark: _Toc142556214][bookmark: _Toc142554503][bookmark: _Toc142556215][bookmark: _Toc142554504][bookmark: _Toc142556216][bookmark: _Toc142554505][bookmark: _Toc142556217][bookmark: _Toc89426508][bookmark: _Toc89426876][bookmark: _Toc89427238][bookmark: _Toc89427596][bookmark: _Toc89434962][bookmark: _Toc89426509][bookmark: _Toc89426877][bookmark: _Toc89427239][bookmark: _Toc89427597][bookmark: _Toc89434963][bookmark: _Toc142554506][bookmark: _Toc142556218][bookmark: _Toc142554507][bookmark: _Toc142556219][bookmark: _Toc142554508][bookmark: _Toc142556220][bookmark: _Toc142554509][bookmark: _Toc142556221][bookmark: _Toc142554510][bookmark: _Toc142556222][bookmark: _Toc142554511][bookmark: _Toc142556223][bookmark: _Toc142554512][bookmark: _Toc142556224][bookmark: _Toc142554513][bookmark: _Toc142556225][bookmark: _Toc142554514][bookmark: _Toc142556226][bookmark: _Toc89434966][bookmark: _Toc89426512][bookmark: _Toc89426880][bookmark: _Toc89427242][bookmark: _Toc89427600][bookmark: _Toc89434967][bookmark: _Toc89426513][bookmark: _Toc89426881][bookmark: _Toc89427243][bookmark: _Toc89427601][bookmark: _Toc89434968][bookmark: _Toc89426514][bookmark: _Toc89426882][bookmark: _Toc89427244][bookmark: _Toc89427602][bookmark: _Toc89434969][bookmark: _Toc89426515][bookmark: _Toc89426883][bookmark: _Toc89427245][bookmark: _Toc89427603][bookmark: _Toc89434970][bookmark: _Toc89426516][bookmark: _Toc89426884][bookmark: _Toc89427246][bookmark: _Toc89427604][bookmark: _Toc89434971][bookmark: _Toc89426517][bookmark: _Toc89426885][bookmark: _Toc89427247][bookmark: _Toc89427605][bookmark: _Toc89434972][bookmark: _Toc89426519][bookmark: _Toc89426887][bookmark: _Toc89427249][bookmark: _Toc89427607][bookmark: _Toc89434974][bookmark: _Toc89426520][bookmark: _Toc89426888][bookmark: _Toc89427250][bookmark: _Toc89427608][bookmark: _Toc89434975][bookmark: _Toc85442336][bookmark: _Toc142993393]Screen Failures 
Screen failures are defined as participants who consent to participate in the research study but do not meet one or more eligibility criteria required for participation. A minimal set of screen failure information is required to ensure transparent reporting of screen failure participants. Minimal information includes demography, screen failure details, and eligibility criteria. 
0. [bookmark: _Toc85442337][bookmark: _Toc142993394][bookmark: _Toc85442338]Participant Withdrawal Criteria
5. [bookmark: _Toc119510313][bookmark: _Toc142993395]When and How to Withdraw Participants
Describe the scenarios under which a research participant may be withdrawn from the research study prior to the expected completion date (e.g. failure of participant to adhere to protocol requirements, participant consent withdrawal, etc.), as well as whether these participants will be replaced, and how they will be replaced. 

Sample text:
Participants are free to withdraw from participation in the research study at any time. 
An investigator may discontinue or withdraw a participant from the research study for the following reasons:
· Significant study non-compliance; or
· If the participant meets an exclusion criterion (either newly developed or not previously recognized) that precludes further study participation.
· It is unsafe for the participant to continue (e.g. the participant is experiencing stress/re-traumatization/negative mental health effects)

The reason for participant discontinuation or withdrawal from the study will be recorded      within the participant’s research record. 
5. [bookmark: _Toc85442339][bookmark: _Toc142993396]Withdrawn Participants
Describe efforts that will be made to continue follow-up of withdrawn or terminated participants, if applicable. If a participant withdraws consent to participate in the study, describe whether attempts will be made to obtain permission to record at least survival data up to the protocol-described end of participant follow-up period. Also specify the methods that should be used before a participant is considered lost to follow-up (e.g. number of phone calls to participant, phone calls to next-of-kin if possible, certified letters, etc.).

This section should include a discussion of replacement of participants who withdraw or discontinue early, if replacement is allowed. This section should not include a discussion of how these participants will be handled in the analysis of study data
Include a brief description on any restrictions to withdraw data and/or biological specimens for participants who have withdrawn from the study, if applicable. 

Sample text:
If a participant withdraws consent, they can also request the withdrawal of their data and/or biological specimens subject to any research-specific restrictions <include any regulatory requirements, if applicable>. 
Once withdrawn from the research study, no further research procedures or evaluations will be performed, or additional research-specific data collected on the participant. Reason for withdrawal will be recorded within the participant’s research record. 
5. [bookmark: _Toc142993397]Participants who are Lost to Follow-up
Note what methods should be used before one can state the participant is truly lost to follow-up (e.g. number of phone calls to the participant, phone calls to next-of-kin if possible, certified letters, etc.).

Sample texts:
A participant will be considered lost to follow-up if they fail to return for <specify number of visits> scheduled visits and is unable to be contacted by the research team. 

The following actions will be taken if a participant fails to attend a required study visit:
· The research team will attempt to contact the participant and reschedule the missed visit <specify time frame>, counsel the participant on the importance of maintaining the assigned visit schedule, and reconfirm whether the participant wishes to and/or should continue in the research study.
· Before a participant is deemed lost to follow-up, the research team will make every effort to regain contact with the participant (where possible, three telephone calls and, if necessary, a certified letter to the participant’s last known mailing address or local equivalent methods). These contact attempts should be documented in the participant’s research record.
· Should the participant continue to be unreachable, they will be considered to have withdrawn from the research study with a primary reason of lost to follow-up.
1. [bookmark: _Toc89426526][bookmark: _Toc89426894][bookmark: _Toc89427256][bookmark: _Toc89427614][bookmark: _Toc89434981][bookmark: _Toc106368284][bookmark: _Toc106371609][bookmark: _Toc107308946][bookmark: _Toc107309003][bookmark: _Toc107309296][bookmark: _Toc119413867][bookmark: _Toc119510317][bookmark: _Toc121847187][bookmark: _Toc142480085][bookmark: _Toc142480381][bookmark: _Toc142484548][bookmark: _Toc142554520][bookmark: _Toc142556232][bookmark: _Toc142983169][bookmark: _Toc142984333][bookmark: _Toc85442354][bookmark: _Toc142992863][bookmark: _Toc142993139][bookmark: _Toc142993398]
[bookmark: _Toc142993399]5.0   RESEARCH PROCEDURES
[bookmark: _Toc85442355][bookmark: _Toc142993400]5.1     Research Visits/Activities
In this section, describe all specific procedures (e.g. administration of surveys) required at each research visit. Include which research personnel will be performing study-related procedures. 

Sample text:
· Pre-Screening Visit / Screening Visit
· Informed consent
· Review of eligibility criteria
· Review of medical history and demographics
· Etc.

· Baseline Visit 
· Administration of questionnaires or other instruments: List all questionnaires and instruments to be completed during this visit
· Procedures that will be completed during the research study as part of standard clinical care (specify)
· Etc.

· Study Visit X
· Administration of questionnaires or other instruments: List all questionnaires and instruments to be completed during this visit
· Procedures that will be completed during the research study as part of standard clinical care (specify)
· Interview/Focus Group
· Etc.

· Final Study Visit
· Administration of questionnaires or other instruments: List all questionnaires and instruments to be completed during this visit
· Procedures that will be completed during the research study as part of standard clinical care (specify)
· Etc.

5.2 [bookmark: _Toc142993401]Questionnaire Administration
If questionnaire completion is required, describe the purpose and content of the questionnaire. Specify by whom and how the questionnaire will be administered and who will be the respondents. State whether the questionnaire has been previously validated. 

5.3 [bookmark: _Toc142993402]Laboratory Procedures/Evaluations

List all laboratory evaluations. Differentiate screening laboratories from evaluations required for study outcomes. Include specific test components and estimated volume and type of specimens needed for each test. Specify laboratory methods to provide for appropriate longitudinal and cross-comparison (e.g., use of consistent laboratory method throughout study). If more than one laboratory will be used, specify which evaluations will be done by each laboratory.

5.4 [bookmark: _Toc142993403]Study Specific Biospecimens
5.4.1 [bookmark: _Toc142993404]Specimen Preparation 
Specify what specimens will be collected specifically for the study and the general procedures for the collection. If specimen collection procedures are complex, the protocol should include only a general description.

Specimen source – Describe how the biospecimens will be obtained, e.g., from a biorepository.
5.4.2 [bookmark: _Toc142993405]Specimen Preparation, Handling and Storage
Describe where and how the specimens are processed after collection. Explain any special instructions for the preparation, handling, and storage of specimens. Include required temperatures for immediate and long-term storage, procedures for aliquoting specimens, where specimens will be stored, how they will be labeled and tracked for inventory, and measures taken to ensure sample integrity during storage. Include a discussion of long-term access and consent for future use of specimens.
5.4.3 [bookmark: _Toc142993406]Specimen Shipment
If specimens will be shipped to another location for analysis or storage, identify the receiver and provide destination and shipment information, including shipping frequency. Include here the contact information for laboratory personnel, days and times shipments are allowed, and any labeling requirements for specimen shipping. Also, include any special instructions such as dry ice or wet ice or the completion of a specimen-tracking log. Indicate how specimens will be labeled for tracking purposes and whether labels include participants’ identifying information. Provide information on the general mode of shipment and measures taken to protect specimen integrity.

5.5 [bookmark: _Toc142993407]Schedule of Events
Create a study procedures flow chart/table (e.g. schedule of events) that describes the activities and procedures to be followed at each study visit.  

Sample text:
	Procedures   
	Screening
Day 1
	Baseline
Day 3
	Study Visit 2 
Day 7 
	Study Visit 3
Day 14 
	Study Visit 4
Day 21
	Study Visit 5
Day 28 
	Study Visit 6
Day  35 
	Study Visit 7
Day 42
	Study Visit 8
Day 49 
	Final Study Visit

	Informed consent
	X
	
	
	
	
	
	
	
	
	

	Demographics
	X
	
	
	
	
	
	
	
	
	

	Medical history
	X
	
	
	
	
	
	
	
	
	

	Focus Group
	X
	X
	
	
	X
	
	
	X
	
	

	Self-Report Questionnaire
	X
	X
	
	
	X
	
	
	X
	
	X

	Complete Case Report Forms (CRFs)
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X


6.0 [bookmark: _Toc89426530][bookmark: _Toc89426898][bookmark: _Toc89427260][bookmark: _Toc89427618][bookmark: _Toc89434985][bookmark: _Toc89426531][bookmark: _Toc89426899][bookmark: _Toc89427261][bookmark: _Toc89427619][bookmark: _Toc89434986][bookmark: _Toc89426533][bookmark: _Toc89426901][bookmark: _Toc89427263][bookmark: _Toc89427621][bookmark: _Toc89434988][bookmark: _Toc89426534][bookmark: _Toc89426902][bookmark: _Toc89427264][bookmark: _Toc89427622][bookmark: _Toc89434989][bookmark: _Toc89426537][bookmark: _Toc89426905][bookmark: _Toc89427267][bookmark: _Toc89427625][bookmark: _Toc89434992][bookmark: _Toc89426538][bookmark: _Toc89426906][bookmark: _Toc89427268][bookmark: _Toc89427626][bookmark: _Toc89434993][bookmark: _Toc89426539][bookmark: _Toc89426907][bookmark: _Toc89427269][bookmark: _Toc89427627][bookmark: _Toc89434994][bookmark: _Toc89426802][bookmark: _Toc89427170][bookmark: _Toc89427532][bookmark: _Toc89427890][bookmark: _Toc89435257][bookmark: _Toc85442357][bookmark: _Toc142993408]STATISTICAL PLAN
6.1 [bookmark: _Toc85442358][bookmark: _Toc142993409]Sample Size Determination
Describe the statistical methods for determining the sample size for the research study, including calculations of the power of the study and clinical justification. 
6.2 [bookmark: _Toc85442359][bookmark: _Toc142993410]Statistical Methods
Summarize the overall statistical approach for the analysis of the research study. Include:
· The level of significance to be used; 
· Procedures for accounting for missing, unused and spurious data;
· Details of an interim analysis if applicable; and
· Procedures for reporting any deviations from the original statistical plan.
Full details on the statistical plan of this research study can also be captured in a “Full Statistical Analysis Plan” stand-alone document. 
6.3 [bookmark: _Toc142993411]Control of Bias
Participants that are not assigned by a process of randomization are subject to bias. Briefly describe the measures to be taken to avoid bias. Examples include: radiographic studies may be read by a radiologist blinded to the diagnosis; psychological measurements may be made by an individual blinded to the participants’ group assignment or outcome; and charts can be reviewed without knowledge of outcome.  

7.0 [bookmark: _Toc85442360][bookmark: _Toc142993412]SAFETY AND ADVERSE EVENTS

Sample Text:
Since the study procedures are not greater than minimal risk, AEs and/or SAEs are not expected. If any unanticipated problems related to the research involving risks to participants or others happen during the course of this study, these will be reported to applicable stakeholders, in alignment with institutional policies. AEs that are not serious but that are notable and could involve risks to participants will documented as per institutional documentation requirements.  
7.1 [bookmark: _Toc85442361][bookmark: _Toc142993413]Definitions
Include definitions applicable to your research protocol, as per ICH GCP and applicable regulatory/granting agencies.

Sample text:
Adverse Event
An adverse event (AE) is any untoward medical occurrence in a research participant administered an investigational product and which does not necessarily have a causal relationship with this treatment. An adverse event (AE) can therefore be any unfavourable and unintended sign (including an abnormal laboratory finding), symptom, or disease temporally associated with the use of a medicinal (investigational) product, whether or not related to the investigational product.  

Serious Adverse Event
A serious adverse event (SAE) is any AE that is: 
· Fatal;
· Life-threatening;
· Requires or prolongs hospital stay;
· Results in persistent or significant disability or incapacity;
· A congenital anomaly or birth defect; or
· An important medical event (events that may not be life threatening but are of major clinical significance, such as a drug overdose or seizure that did not result in in-patient hospitalization). 

Adverse Event Collection Period
Describe the reporting period and follow-up of adverse events for participants.

Sample text:
The period during which adverse events must be collected is normally defined as the period from the initiation of any research procedures to the final research visit. For this research study, the follow-up period is defined as 30 days following the last research visit.

7.2 [bookmark: _Toc89426810][bookmark: _Toc89427178][bookmark: _Toc89427540][bookmark: _Toc89427898][bookmark: _Toc89435265][bookmark: _Toc89426811][bookmark: _Toc89427179][bookmark: _Toc89427541][bookmark: _Toc89427899][bookmark: _Toc89435266][bookmark: _Toc89426813][bookmark: _Toc89427181][bookmark: _Toc89427543][bookmark: _Toc89427901][bookmark: _Toc89435268][bookmark: _Toc89426814][bookmark: _Toc89427182][bookmark: _Toc89427544][bookmark: _Toc89427902][bookmark: _Toc89435269][bookmark: _Toc89426820][bookmark: _Toc89427188][bookmark: _Toc89427550][bookmark: _Toc89427908][bookmark: _Toc89435275][bookmark: _Toc85442362][bookmark: _Toc142993414]Recording of Adverse Events
Adverse events occurring during the study period should be recorded in accordance with institutional policies and procedures, as applicable. Information on all adverse events should be recorded immediately in the participant’s research record and transcribed into the adverse event log. 
7.3 [bookmark: _Toc89426822][bookmark: _Toc89427190][bookmark: _Toc89427552][bookmark: _Toc89427910][bookmark: _Toc89435277][bookmark: _Toc85442363][bookmark: _Toc142993415]Reporting of Serious Adverse Events
7.3.1 [bookmark: _Toc63426033][bookmark: _Toc63426529][bookmark: _Toc63427663][bookmark: _Toc63440042][bookmark: _Toc85442364][bookmark: _Toc142993416]Investigator Reporting: Notifying the Sponsor and Applicable Regulatory Agencies
For studies conducted at or under the auspices of WCH, follow institutional reporting requirements for applicable adverse events or safety incidents.

Sample text:
The process for notification to the REB for applicable unanticipated problems will be completed as per REB reporting requirements. Copies of each report and documentation of REB notification and REB receipt/acknowledgement must be kept in study team records.
7.4 [bookmark: _Toc85442369][bookmark: _Toc142993417]Safety Management Plan
As per TCPS 2, investigators must provide the REB with an acceptable plan for monitoring safety, efficacy/effectiveness (where feasible) and validity. Please use this section to describe:
· How participant safety will be monitored, and what actions will be taken in the event of a threat to participant safety;
· The criteria by which participants may be removed from a research study for safety reasons; 
· The reporting procedure that will be followed to ensure any information relevant to participant welfare or consent is reported clearly and in a timely fashion to the REB; and
[bookmark: _Toc63426037][bookmark: _Toc63426533][bookmark: _Toc63427669][bookmark: _Toc63440048][bookmark: _Toc63426041][bookmark: _Toc63426537][bookmark: _Toc63427673][bookmark: _Toc63440052]
8.0 [bookmark: _Toc63426045][bookmark: _Toc63426541][bookmark: _Toc63427677][bookmark: _Toc63440056][bookmark: _Toc63426047][bookmark: _Toc63426543][bookmark: _Toc63427679][bookmark: _Toc63440058][bookmark: _Toc63426050][bookmark: _Toc63426546][bookmark: _Toc63427682][bookmark: _Toc63440061][bookmark: _Toc63426054][bookmark: _Toc63426550][bookmark: _Toc63427686][bookmark: _Toc63440065][bookmark: _Toc63426055][bookmark: _Toc63426551][bookmark: _Toc63427687][bookmark: _Toc63440066][bookmark: _Toc85442372][bookmark: _Toc142993418]RESEARCH STUDY DISCONTINUATION AND CLOSURE
8.1 [bookmark: _Toc85442373][bookmark: _Toc142993419]Research Study Discontinuation
List possible reasons for termination or temporary suspension of the research study (e.g. closure based on PI decision).  
For any research study that is prematurely terminated or temporarily suspended, the PI must promptly inform research participants, the REB, and sponsor and provide the reason(s) for the termination or temporary suspension. 

Sample text:
This research study may be temporarily suspended or prematurely terminated if there is sufficient reasonable cause (i.e. closure based on PI decision). Notification, which includes the reason for study suspension or termination, will be provided by the suspending or terminating party to research participants, the PI, funding agency, and WCH. If the research study is prematurely terminated or suspended, the PI will promptly inform research participants, the REB, and the sponsor, and will provide the reason(s) for the termination or suspension. All communication with participants for this purpose will go through REB review and approval.  Research participants will then be contacted, as applicable, and be informed of changes to the study visit schedule.

9.0 [bookmark: _Toc85442374][bookmark: _Toc142993420]DATA HANDLING AND RECORD KEEPING
9.1 [bookmark: _Toc85442375][bookmark: _Toc142993421]Data Collection and Management Responsibilities
Provide general details regarding the type(s) of data capture that will be used for the study and any relevant data standards. Specify whether it will be paper or electronic, distributed or central, batched or ongoing processing, and any related requirements. Briefly describe steps to be taken to ensure that the data collected are accurate, consistent, complete and reliable. 

Describe responsibilities for data handling and record keeping. Information should include the role in data collection, review of data, study materials, and reports, as well as retention of source documents, files, and records. Describe coding dictionaries to be used and reconciliation processes, if applicable.

If data are to be generated in one location and transferred to another group, describe the responsibilities of each party.

Indicate the roles of each party with regards to interpretation of data, plans for analysis, review of tables and listings, and plans for reporting.

Note: Throughout this application, use position titles rather than specific names to minimize protocol modifications due to personnel changes.

Sample text:
Please reference this study’s Data Management Plan (DMP).

Data collection is the responsibility of the study staff at the site under the supervision of the site PI. The PI is responsible for ensuring the accuracy, completeness, legibility, and timeliness of the data reported.

All source documents should be completed in a neat, legible manner to ensure accurate interpretation of data. Black ink is required to ensure clarity of reproduced copies. When making changes or corrections, cross out the original entry with a single line, and initial and date the change. DO NOT ERASE, OVERWRITE, OR USE CORRECTION FLUID OR TAPE ON THE ORIGINAL.

Copies of the electronic CRF (eCRF) will be provided for use as source documents and maintained for recording data for each participant enrolled in the study. Data reported in the eCRF derived from source documents should be consistent with the source documents or the discrepancies should be explained and captured in a progress note and maintained in the participant’s official electronic study record.

Clinical data and clinical laboratory data will be entered into <specify name of data capture system>, a data capture system provided by the <specify DCC>. The data system includes password protection and internal quality checks, such as automatic range checks, to identify data that appear inconsistent, incomplete, or inaccurate. Clinical data will be entered directly from the source documents.
Sample text when using REDCap:
Study data will be entered into REDCap (Research Electronic Data Capture), a secure, web-based application designed exclusively to support data capture for research studies. REDCap is developed and maintained by a team at Vanderbilt University and licensed free of charge by the Research Institute at Women’s College Hospital (WCH). The application and data are housed on central servers provided by WCH.. Local support for REDcap is provided by the WCH REDCap Administrator.

Note: Please be sure to submit a template of the data collection form which your team will use to capture this data during the study.
9.2 [bookmark: _Toc142993422]Source Documents and Access to Source Data/Documents
Each participating site will maintain appropriate medical and research records for this study, in compliance with institutional requirements for the protection of confidentiality of participants. Describe in this section who will have access to records.

Source data are all information, original records of clinical findings, observations, or other activities in a study necessary for the reconstruction and evaluation of the study. Examples of these original documents and data records include, but are not limited to, hospital records, clinical and office charts, laboratory notes, memoranda, participants’ memory aids or evaluation checklists, pharmacy dispensing  records, recorded audio tapes of counseling sessions, recorded data from automated instruments, copies or transcriptions certified after verification as being accurate and complete, microfiches, photographic negatives, microfilm or magnetic media, x-rays, and participant files and records kept at the pharmacy, at the laboratories, and medico-technical departments involved in the study. 
Sample text:
Access to study records will be limited to REB-approved members of the study team. The PI will permit study-related monitoring, audits, and inspections by the REB and / or University compliance and quality assurance groups of all study related documents (e.g. source documents, data collection instruments, study data etc.). The PI will ensure the capability for inspections of applicable study-related facilities (e.g. pharmacy, diagnostic laboratory, etc.).

Participation as a PI in this study implies acceptance of potential inspection by REB and / or applicable University compliance and quality assurance offices.
9.3 [bookmark: _Toc119413886][bookmark: _Toc119510335][bookmark: _Toc119413887][bookmark: _Toc119510336][bookmark: _Toc85442376][bookmark: _Toc142993423]Protocol Deviations
Plans for detecting, reviewing, and reporting deviations from the protocol should be described. 

Sample text:
No deviations from or changes to the protocol will be implemented without prior agreement from the sponsor as required, and approval from the REB, unless to eliminate an immediate hazard to a participant. 
9.4 [bookmark: _Toc85442377][bookmark: _Toc142993424]Record Retention
Specify the length of time for the PI to maintain all records pertaining to this research study. The PI should use the most conservative rule for document retention, i.e. retention should follow the rule that has the longest period. 

Include details on how PHI will be disposed of or returned to the health information custodian, as applicable. 

[bookmark: _Hlk119521352]Note: WCH requires that the actual data set on which you perform analysis and developed manuscripts, must be kept for a minimum of 7 years.
10.0 [bookmark: _Toc85442382][bookmark: _Toc142993425]ETHICAL CONSIDERATIONS
Research study materials (e.g. protocol, ICF, recruitment materials, written information provided to participants, data collection forms for chart reviews. etc.) must be submitted to the research ethics board (REB) for review and approval in accordance with REB requirements. Approval must be obtained prior to initiating any study-specific tasks, and maintained throughout the course of the research study in accordance with REB requirements. Any amendments will require review and approval by the REB before the changes are implemented in the research study, unless to eliminate an immediate hazard to the participant. The REB must be notified of any unanticipated issue or event that may increase the level of risk to participants or that has other ethical implications that may affect participants’ welfare. 
10.1 [bookmark: _Toc85442383][bookmark: _Toc142993426]Research Ethics Board (REB) Approval
The protocol should describe plans for seeking and maintaining REB review and approval.

Sample text: 
Research Ethics Board (REB) approval will be obtained prior to beginning any research-specific procedures. Following initial ethics approval, ongoing ethical approval will be maintained and the research study will undergo REB review at least annually, in accordance with regulatory and REB requirements. The research study will be conducted in accordance with the REB-approved study documents and the determinations (including any limitations) of the REB, and in compliance with REB requirements. 
Whenever new information becomes available that may be relevant to participant consent, a consent form and/or consent for addendum will be presented to the REB for review and approval prior to its use. Any revised written information will receive REB approval prior to use.
10.2 [bookmark: _Toc85442384][bookmark: _Toc142993427]Informed Consent Process & Documentation
This section should describe how informed consent process will be administered. Describe who will obtain consent (roles,) and how the process of informed consent will be structured to be conducive to rational and thoughtful decision making by the participant/SDM.  Include information such as:
· Where the consent process will take place
· How participant privacy will be assured.
· Whether participants will be permitted to provide consent at the time of the consent discussion or whether they will be required to come back to provide written informed consent. 
· How the PI will ensure that participants comprehend the nature of the study.
· Steps that will be taken to avoid coercion.

If the protocol involves multiple consenting sessions, or multiple informed consent forms, describe this information and the associated procedures in detail. If a sample informed consent form is provided in an appendix to the protocol, state so here.

Describe any proposed waivers or alterations to informed consent. Describe any special circumstances regarding obtaining consent. Describe plans for obtaining consent from speakers of language other than English. 

If not all participants will have the capacity to give informed consent, describe how capacity will be assessed. Describe the anticipated degree of impairment relative to their ability to consent to participate in research. Research with persons who have diminished capacity is allowed only for minimal risk or direct benefit studies. Clearly document that the PI has an adequate plan in place to assure an acceptable level of comprehension before consent is obtained. If children will be participants, include a specific plan to assess comprehension during assent (the participant’s agreement).


The informed consent process and documentation must comply with applicable institutional and regulatory requirements, as well as adhere to ICH GCP, TCPS 2 and REB requirements. 

The PI is responsible for ensuring that valid consent is obtained and documented for all participants. Specifically describe how consent will be documented and how / where documentation will be stored.

REMINDER:
Research correspondence with potential participants/existing participants generally involves some disclosure of PHI as ICFs can reveal health and/or disease conditions due to the nature of the research study.  The email address of the participant in combination with health and/or disease specific information in a consent form can link a diagnosis/health condition to an individual thereby making it indirectly identifying health information to the participant. When this is the case, the use of email to exchange ICFs will not be permitted by the REB, and a secure file transfer method will be required.

In some cases, the use of email to share an REB approved password protected consent form may be appropriate provided that prior consent to communicate by email has been obtained from the potential/existing participant and appropriately documented.  The use of email requires REB approval.  

Sample text:
Informed consent is a process that is initiated prior to the individual agreeing to take part in the research study and continues throughout their participation. Extensive discussion of risks and possible benefits of participation will be provided to the participants and their families. Consent forms will be REB approved and the potential participant will be asked to read and review the document. The PI/or delegate will explain the research study to the potential participant and answer any questions that may arise. All potential participants will receive a verbal explanation in terms suited to their comprehension of the purposes, procedures, and potential risks of the study and of their rights as research participants. Potential participants will have the opportunity to carefully review the written consent form and ask questions prior to signing. The potential participants should have the opportunity to discuss the study with their surrogates or think about it prior to agreeing to participate. The potential participant will sign the informed consent document prior to any procedures being done specifically for the study. The participants may withdraw consent at any time throughout the course of the study. A copy of the signed informed consent document will be given to the participants for their records. The rights and welfare of the participants will be protected by emphasizing to them that the quality of their medical care will not be adversely affected if they decline to participate in this study.

A copy of the signed informed consent document will be stored in the participant’s research record. The consent process, including the name of the individual obtaining consent, will be thoroughly documented in the participant’s research record. Any alteration to the standard consent process (e.g. use of a translator, consent from a legally authorized representative, consent document presented orally, etc.) and the justification for such alteration will likewise be documented. 
[bookmark: _Hlk119521531]

Additional sample text when using Remote Consent Procedures (only use text applicable to your research study):
Prior to the consent discussion, research personnel will contact participants/SDMs using a verbal consent script. Research personnel will obtain consent to send a copy of the ICF to the participant prior to the consent discussion, which may occur <specify e.g. via REDCap, email, mail or secure file transfer (SFT)> according to participant/SDM preference.

[bookmark: _Hlk119521608]The consent discussion will occur <specify e.g. by telephone or Microsoft Teams/Zoom>, at the participant’s preference. The consent discussion will be conducted by research personnel who are not the PI and do not have a clinical relationship with participants.

Informed consent will be documented in one of three ways, if permissible by the regulatory body that oversees the study, and according to participant/SDM preference:

[bookmark: _Hlk119521662]Verbal Consent (observational studies): Following the consent discussion, the person conducting the consent discussion will orally request confirmation of the participant’s/SDM’s agreement/consent to take part in the study. This confirmation will be recorded by <specify recording device>. Once the 
participant/SDM verbally confirms their consent, the person conducting the consent discussion will complete the signature pages of the ICF by writing in the participant/SDM name, the date of the consent discussion, and their own name, signature, and date of signature.

REDCap e-Consent: <Describe REDCap e-Consent process>.

Written Paper Consent: Following the consent discussion, the participant and the person conducting the consent discussion will each personally sign and date the ICF.  This will occur by <specify e.g. mailing, emailing or SFT> the ICF to the participant/SDM, the participant/SDM signing the ICF, and the participant <specify e.g. mailing, emailing or faxing> the <specify permitted formats e.g. original, scan > of the consent back to WCH.  The person conducting the consent discussion will also sign the ICF once received.  If the ICF is to be sent back by mail, <specify how the cost of postage will be covered e.g. a return postage-paid envelope will be provided or participant will be reimbursed for postage>. No research procedures will begin until after the ICF signed by the participant is received by WCH, and the ICF is signed by the person conducting the consent discussion (i.e. the ICF and documentation has been completed).  
After informed consent has been obtained, a complete (fully signed) copy of the ICF will be provided to participants by <specify e.g. email, mail, or SFT> according to their    preference.
10.3 [bookmark: _Toc142993428]Consent and Other Informational Documents Provided to Participants 
This section should demonstrate that the consent form contains all required elements. List all consent documents and materials submitted with this protocol. Include consent and / or assent forms, printed or web-based materials, phone scripts and any other related material.

If needed, describe special documents or materials (e.g., Braille, another language, audio recording) and if assent was originally obtained from participants, a regular re-assessment of capacity should be completed as the child matures and consent will be obtained as soon as the child reaches capacity to consent for their own participation (if applicable). 

Sample Text:
Consent forms describing in detail the study intervention, study procedures, and risks are given to the participant. Written documentation of informed consent is required prior to starting intervention. The following consent materials are submitted with this protocol <insert list>.
[bookmark: _Toc89427924][bookmark: _Toc89435291][bookmark: _Toc142993429][bookmark: _Toc85442385]11.0   PRIVACY AND CONFIDENTIALITY
Include general procedures for maintaining participant confidentiality, privacy protections, and any special data security requirements. Generally, describe who would have access to records, including the PI and other research staff, the sponsor, external auditors, REB, etc. Note that specifics are also recommended to be described in an accompanying Data Management Plan (DMP) that includes detailed information on how data is collected, documented, handled, accessed, protected, and preserved. Note: If necessary, submit a template of the master linking log that will be used in this study.
· If the research study involves an app, social media, a wearable device, ‘smart technology, a portal, or other non-WCH-issued technology, identify the tool and who provides it, describe how it works, what data elements it will collect, where data is stored, how data is transferred from the tool to WCH, and whether participants could be identifiable in the tool. Please include an agreement, Terms of Use, and privacy policy with your protocol. 
· If data will be stored in the cloud, please identify the cloud provider, the data elements that will be in the cloud, whether participants could be identifiable in the cloud, where the data is stored, and how the data is secured when it moves in and out of the cloud. 
· If data will be stored in a registry (e.g. consent to contact), a biobank, or a shared database, please identify the system name, who provides it, how it works, what data elements it will collect, where data is stored, whether participants could be identifiable in the system, who has access to data in the system, and how the system is secured. Please include information on the system where available (e.g. a website). 
· If participant PHI will be stored/retained in an identifiable format, please specify for how long and provide a rationale (e.g., if recorded participant interviews will be deleted after transcription or samples will be anonymized after analysis)
· If data is stored or transmitted outside of Canada, please identify which country, who the recipient is, what data elements are stored or transmitted, how data is protected in transit and at rest outside of Canada. 
· If the research study collects data about individuals outside of Canada, please identify where they are from and what data is collected about them. 
· Note: It is a requirement of the institution and of PHIPA that a complete delegation/information log be kept for each study and for the duration of the study to identify all personnel who have access to the personal health information for research purposes.  

Sample text:
All study-related documents and data will be held in strict confidence and stored at WCH or on WCH servers, and will follow WCH policies and procedures to ensure participant privacy and confidentiality. Data in <app, wearable device, etc. list each one> is limited to <identify data elements or include as attachment to protocol>. 


The <app, device, etc.> will be used to <list specific functionality the tool provides for this research study>. The <app, device, etc.> is managed by <technology provider> and participant data is stored in <country>. Data is accessible by <e.g. research team only; the technology provider has access to emails for the purposes of technical support; list all that apply>. Data containing personal health information will be retained in an identifiable form for <specify length of time and rationale>. Data is <encrypted / not encrypted> and data is protected in the tool via <security standard>while traveling in and out of the <app, device, etc.> and while stored in it. 

Data will be deleted from the tool <e.g. at the request of the research team at the end of the research study, the participant continues to access the data at the end of the research study>. The participant will have to agree to a <Terms of Use, Privacy Policy> to use the <app, device, etc.> prior to data collection. No information concerning the research study or the data will be released to any unauthorized third party without prior written approval of the sponsor, and the consent of the participant (where applicable). 

All research activities will be conducted in as private a setting as possible. Authorized representatives of the sponsor, representatives of the REB, regulatory agencies may inspect all documents and records required to be maintained by the PI, including but not limited to, medical records for the participants in this research study. The participant’s contact information will be securely stored at WCH for internal use during the research study. At the end of this study, all records will continue to be kept in a secure location in accordance with applicable institutional and regulatory requirements. 

An information log identifying all persons including non-institutional service providers that will have access to the personal health information now or in the future will be maintained throughout the duration of the study.

12.0 [bookmark: _Toc85442386][bookmark: _Toc142993430] RESEARCH STUDY FINANCES
12.1 [bookmark: _Toc85442387][bookmark: _Toc142993431] Funding Source
This section should describe how this research study will be financed, but should not contain specific dollar amounts.

Sample text:
This study is funded through a grant from the US National Institute of Health.
12.2 [bookmark: _Toc85442388][bookmark: _Toc142993432]Conflict of Interest
[bookmark: _Hlk119522800]Any investigator who has a conflict of interest (COI) with this research study (patent ownership, royalties, or financial gain greater than the minimum allowable by their institution, etc.) must have the conflict declared and a conflict management plan that has been reviewed and approved by the study sponsor prior to involvement in this study. Conflicts should also be disclosed to the WCH REB using section 8 of the TAHSN (Toronto Academic Health Sciences Network) form.  
13.0 [bookmark: _Toc63426077][bookmark: _Toc63426573][bookmark: _Toc63427709][bookmark: _Toc63440088][bookmark: _Toc85442389][bookmark: _Toc142993433]PUBLICATION POLICY/DATA SHARING
This section should include the requirements of publication policies at WCH or other participating institutions/entities. In addition, identify who holds the primary responsibility for publication of the results of the research study. Define the need to first obtain approval from the primary responsible party before any information can be used or passed on to a third party.  
The general nature of any applicable data sharing agreements should be described in this section. Please refer to your specific contract, grant, and/or study agreements.  
13.1 [bookmark: _Toc119413898][bookmark: _Toc119510347][bookmark: _Toc85442390][bookmark: _Toc142993434]Future Specified Secondary Use of Data and/or Samples
If there are known future secondary uses of data and/or samples that you will be obtaining optional consent for, please describe them here.
13.2 [bookmark: _Toc142993435]Future Unspecified Secondary Use of Data and/or Samples
[bookmark: _Hlk119532511][bookmark: _Toc85442391]If you will be obtaining a separate broad consent for unspecified future use of data and/or samples, please include the information that addresses TCPS 2 Article 3.13 in the ICF here in the protocol. 
14.0 [bookmark: _Toc142993436]REFERENCES
Include a list of relevant literature and citations for all publications referenced in the text of the protocol.  Use a consistent, standard, referencing format.
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