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AP1: RESEARCH PROTOCOL TEMPLATE

RESEARCH PROTOCOL TEMPLATE


Purpose:

The purpose of the template is to assist investigators and study personnel to 

· formulate a protocol for proposed research

· consider all required elements of a protocol in the design of the research 

· ensure that all protocols are formatted in a consistent manner  

Directions for Completing the Protocol Template

1. Enter information in shaded areas
2. Enter MRC # for proposed research, if one has not been allocated, indicate that it is pending
3. Enter the name of the proposed research study. 
Title should be very descriptive of the hypothesis of the proposed research. Always use the title designated in the protocol for all research applications, submissions and funding requests.

4. Enter the name of the Principal Investigator (PI), there is only 1 PI per research protocol (Application forms to the MRC, IRB and other departments will permit the listing of Co-PIs)
5. Refer to Protocol Guidance document for detailed information on each section of the protocol.
Directions for Updating the Protocol “Table of Contents” (TOC)
1. Once the Protocol is completed, the “Table of Contents”  will need to be updated
2. Place cursor over the “Table of Contents”, the area will highlight itself as a box 

(it should show up as light blue)

3. With the curser in this area, click a button on the mouse and an “Update Table” button appears on the upper left corner of the TOC, 
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4. With the cursor on “Update Table”, click mouse, and a selection will appear that asks
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5. Select “Update entire table” or “Update page numbers only” as appropriate

6. Select OK, Save and Rename document
7. The name of the document must be a name that identifies what the document is.  
i.e. 12345_Protocol_v1
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	1. Synopsis*
	 
	

	In this section provide a brief summary of the research study (250-300 words).

The synopsis consists of 1-2 sentences of background, then a concise objective for the research followed by a brief description of research participants, interventions, methods, data collected and proposed analysis ending with the anticipated outcome(s). 
Someone who knows nothing about the research should be able to get a clear snap shot of the proposed research and intend outcome.

	     

	2. Abbreviations and Acronyms
	
	

	List abbreviations, acronyms and terms of reference used in the protocol; provide definitions for each as needed

	     

	3. Introduction / Background* 
	
	

	In this section provide an in-depth background and introduction to justifying the nature, design and intent of the research. At the end the reader should have a clear idea of the research question, an understanding that it is original and relevant, and how this research will help fill the gap in knowledge.

This is NOT where the scientific activities and methods for the proposed research are described.

	     

	

	4. Objectives *
	
	

	In this section provide a clear statement of the primary and any secondary objectives of the study, include a clearly defined hypothesis and anticipated outcome.

	     

	5. Study Methodology *
	
	

	In this section outline and describe in detail the intentions and actions of the study. The researcher should consider all aspects of the following and how each is applicable to the proposed research.

At minimum the following must be explained

· Type and classification of study, comparisons and/or interventions. What is being studied or compared? If the research is a cohort study or survey then what are the exposures or predictors of interest? 
· Setting and location of study, are there multiple sites?
· Sample size calculation or justification of numbers 
· Details of the interventions (not procedures) involved in the research; what are you doing and who are you doing it to?
· Describe what data/samples (bio-specimens/information) will be collected at each time point and why
**Specific details are required for treatment interventions and therapeutic treatments that involve drug(s), medical devices and clinical care. Are the risks to participants in the proposed research reasonably worth the anticipated benefits to clinical/health outcome?

	     

	6. Study Population*
	
	

	In this section describe the study population that is to be enrolled in the study; is the source of the research participants or data? Is it PRE-EXISTING data or will the proposed research be collecting NEW data or enrolling subjects? Indicate the quantity of participants or data sets needed to conduct the research.

· If enrolling living human subjects, how and where are they going to be recruited from? How has privacy or confidentiality been addressed? Are they a member of a population that could be considered vulnerable or at risk to pressure to participate in research or at higher risk of harm from the research? For example, patients, children, pregnant women, economically disadvantaged, disabled, etc

· Explain how potential subjects are identified: What is the Inclusion/Exclusion criteria? i.e. Must the participant have a specific health condition or be healthy? For example have a condition such as asthma or diabetes to participate?

	     

	7. Study procedures *
	

	This is the most comprehensive part of the protocol, it outlines and describes in detail the processes and operations of the study, including logistics.  And determines the compliance and oversight requirements of the proposed research such as ICH GCP & IRB.

In this section describe all the procedures that will be used to conduct the research and how they affect the participants enrolled in the research.
· Study timelines: Expected duration of the study& start times, stages of the study such as screening, treatment phase, visit numbers, etc

· Is it a multi arm trial? For randomized studies; how are patients going to be randomized (a simple diagram showing treatment arms is often useful- attach file to protocol) Is randomization treatment blinded from subjects and/or research staff? If so why?
· Detail the interventions or treatments used, explain how they are delivered (if applicable) and who is going to deliver them? (Clinicians vs researcher staff) Standard of clinical care vs research activity (Therapeutic vs experimental or placebo)
Provide a copy of any intended forms or diagrams as appendices to the protocol and list all on section 16 of this form.

	Type, Timelines, Interventions

	     

	In this section describe the intended enrollment of people in the proposed research.

Will living human subjects be recruited, how many, how long will participants be expected to take part in the research? Is there follow up? When and for what? 

Are there other limitations on the subject, such as pregnancy, medical, diet or concurrent research restrictions as a result of participating in this protocol?

	Human Subjects

	     

	In this section describe if and how the research will be obtaining informed consent from participants prior to enrollment and participation in the proposed research. Describe when, where and by whom the consent will be carried out by including how long subjects will have to decide if they want to participate?
· How will the informed consent process, if applicable, be executed?
· Is there more than one type of informed consent form (ICF)? Languages? Request for Waiver? Etc.
Provide a copy of intended forms as appendices to the protocol and list all on section 16 of this form.

	Informed Consent

	     

	In this section describe the anticipated risks associated with participation in the research (i.e. illness, injury, death) In addition, indicate if these risks are different (higher or lower) than those associated with receiving standard clinical care or not participating in the research. For example procedures for blood draws, MRIs, etc.

	Risk

	     

	In this section describe what specimens or samples will be collected specifically for research, if the bio-specimen is from a sample taken from clinical care procedure (i.e. a blood sample taken for care, and the left over being used for research) or if the collection is ONLY for research and if specimens will be stored long-term and/or destroyed. Consider what happens to data/specimens if subject withdraws consent.

	Bio-Specimens & Sample Collection

	     

	In this section provide details on the outcome measures and the anticipated primary & secondary outcomes

	Outcomes

	     

	In this section provide details on what data will be collected, how it will be collected, transcribed, transferred, and used. Consider who has access (shared), delegated rights and if the data can be correlated back to an individual participant. Is data collected directly from subjects or indirectly from public means? Will data be entered into a database? By who & how (using CRFs)?

	Data Collection & Integrity

	     

	In this section describe why a subject may be withdrawn from the study by the PI, what happens to the data or bio-specimens if a subject withdraws consent, and how complaints from participant’s in research are handled

	Subject Withdrawal/ Withdrawal of Consent

	     

	8. Data Management *
	
	

	In this section describe specifically how data will be managed after collection, how is it secured, stored and destroyed. Consider who has access, delegated rights and ownership of the generated / used data; summarize if CRFs, questionnaires or other resources will be used to collect data and subject information. Provide a copy of intended forms as appendices to the protocol and list all on section 16 of this form including a data retention and destruction plan.

	     

	9. Adverse Event Reporting*
	
	

	In this section, provide a definition of anticipated adverse events that are related to the research, including a description of how SAEs will be assessed, tracked and reported; also provide a description of the stop rules for participation in the research.

	     

	10. Statistical Analysis*
	
	

	In this section detail the analysis plan, how the primary and secondary outcomes will be analyzed, statistical methods to be used and who is going to carry out the analysis? 

	     

	11. Quality Assurance, Monitoring & Safety*
	
	

	In this section briefly describe any plans or committees responsible for the review and monitoring of research conduct, data, quality, safety and performance outcomes. i.e. IRB, Ethics, Study Steering or Data Safety Monitoring Board? Will there be an interim analysis? 

	     

	12. Ethical Issues & HSRP*
	 
	

	In this section provide a description of how human subjects’ protections are in effect, if there are inducements for recruitment, what is the risk profile of research, known risks of research procedures (history) and which compliance entities will provide oversight for people enrolled in the proposed research..

	     

	13. Sponsor, Funding & Collaborator Information 
	
	

	Provide basic details of the lead sponsor and/or funding bodies, including name, and contact information, allocated number for the research, etc. For example QNRF

As relevant, include information on key collaborators, sub-contractors, etc to support feasibility and anticipated liability of research conduct for multi-center studies. Do not include financial specifics as this is handled through a different MRC process.

	     

	14. Dissemination of Results and Publication policy
	
	

	The protocol should specify not only dissemination of results in the scientific media, but also if results will be shared with the community and/ or the participants, and if dissemination to policy makers is intended. 

	     

	15. References 
	
	

	Cite the sources of all reference materials used to support the hypothesis so that a reader or reviewer can find them; this can be done using endnotes, footnotes and/or a bibliography.

	     

	16. Appendices*
	
	

	An appendix is any attachment to this protocol or any other document that will be used to support the conduct of the research. Examples are case report forms, data collections sheets, informed consent forms. 

List in this section all intended forms or resources that will be used in the conduct of research to collect data, interview people, recruit participants, etc. Provide a copy as an attachment to the protocol.
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